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1 THE V1DEOGRAPHER: Going 00 the 

2 record, the tune is approximately 9:04 a.m. 

J 1EFFREY S W1GAND. 

4 having been previously sworn, as hereinafter 

5 certified, deposes and says as follows? 

S EXAMINATION 

7 BY MR- SHEFFLER 
I Q Good morning, Mr. Wig and. 

9 a Good rooming. 

10 Q Now, SU. you have on a number 
! t of occasions talked about a substance 
12 called coumara. 

12 a Uh-huh. 

14 Q [n Sir Walter Raleigh pipe 

13 manufactured by B & W, at least at some 
16 point in tune that substance was in Walter 
n Raleigh pipe tobacco? 

15 a That's correct. 

19 Q You are aware, sir, that 

20 coumanti is used today as a fragrance, an 

21 additive m soapt, it's used in perfumes, 

22 it's used in cosmetics, you are aware of 

23 that, aren't you? 

24 a. T m aware it may be used in 

Page 638 

1 there. 

2 Q You are aware that it occurs 

3 naturally in foods like parsnips, it 

4 occurs naturally in citrus oils, it occurs 

5 naturally in plants like tobacco; you are 

6 aware of that? 

7 A I'm aware of that 

g q Now, are you aware, sir, that 

9 there is a compound called coumadin 9 

10 a Yes, I am. 

in Q And do you know what coumadin is 

12 used fot? 

13 A. It's an anticoagulant it's 
M called also warfarin. 

15 Q And warfann is used for what? 

16 a. Sometimes it's used in a rat 

17 poison. 

IB Q And coumadin is used in a rat 

19 poison and warfann is used in a rat 

20 poison because it is an anticoagulant; 

21 isn't that right? 

22 a. I believe that's what it’s used 


, 23 for. 
i24 Q 


And it's also used in rat poison 

562630198 Page 635 - Page 638 


http://legacy.library.ucs£eda/tidldlfl07^O®<pdfidustrydocuments.ucsf.edu/docs/qtfl0001 



iB&VVi PROTFXTED BV MINNESOTA TOBACCO LITIGATION PROTECTIVE ORDER 


Brown ft W illiam io n v* W And 
Volume 5 


Multi-Page 


7/17/96 


1 with ground glass because that will cause 

2 the rats to hemorrhage and die; isn't that 

3 right’’ 

« A I believe that may be the 

5 mechanism. 

6 Q Okay. But countadm is not 
^ coumann, is it? 

8 a. Most clearly it's not 

9 Q In fact, coumann is not as 

10 anticoagulant, is it? 

11 A. Coumann is not an 

12 anticoagulant, no, it's not 

i) Q And so anybody who said that 

14 coumann was a rat poison would be totally 

1 5 irresponsible, wouldn't they? 

16 mr.aldock. Objection. What 

17 anybody else would think about - 

it Q Mr. Wigand - 

19 THE COURT Totally 

20 irresponsible - I'm going to sustain the 

21 objection to that. It may be incorrect 

22 but I don't know that that would make they 

23 meant irresponsible. 

24 0 Mr. Wigand. would you agree that 


1 it would be incorrect to say that coumann 

2 is a rat poison? 

3 a Technically it would be 

4 incorrect to say coumann is coumadin. 

5 Bui they are the same chemical family. 

6 Q Would it not be incorrect, sir, 

7 would it not be wrong to say that coumann 

8 was used in rat poison? 

9 a It would be technically 

10 incorrect to say that coumann is used in 

11 rat poison? I think it would be 

12 technically incorrect 

13 0 It is not correct to say 

i* coumann is a rat poison, is it, sir? 

ISA ] think I just a n s w ered the 
is question. 

i? Q So if anyone had said coumann 

18 is a rat poison, knowing that it was 

19 coumadin, not coumann, that was used in 

20 rat poison, they would be saying something 

2 1 that was false, wouldn't they? 

22 a It depends on who is saying it 

23 Q Well, if you said it sir, you 

24 would be saying something that's false. 


Curtin. Schneider ft Lawny 


1 wouldn't you? 

2 a. [ don’t think I have said that 

3 coumann is in rat poison. 

4 Q You have never said coumann is 

5 m rat poison? 

6 a 1 don't believe I ever said 

7 co uman n is m rat poison. 

8 Q. You have never said, sir. down in 

9 Mississippi that coumann was in a rat 

10 poison? 

11 a No, I did not 

12 Q Sir, let me show you an article 

13 that was in the - pruned in the 

14 Houston Chronicle, January 27, 1996. 

15 MR. SHEFFLER: We will mark that 

16 as the next exhibit 


Thereupon, Wigand Exhibit No. 37 
was marked for purposes of 
identification. 


22 THE COURT 37, if anybody 

23 wants to note on the record 

24 BY MR. SKEFFLER. 
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1 Q. Tike a chance to look that over, 

2 sir. I warn to direct your attention to 

3 the last paragraph in the article. 

4 MR. ALDOCK That's testimony, 

J counsel. If are you going to 

6 cross-examine him on testimony that's one 

7 thing. If you are going to cross-examine 

8 him on a newspaper article, that's 
j 9 something else. 

i 10 Q. Well, let me just ask him about 
j u the newspaper article, if I may. Sir, you 
i 12 sec where it says, "In addition, Wigand 
■ 13 testified that the company added a 
i 14 dangerous substance called coumann which 
U is present in some rat poisons." 

16 Does that refresh your 

17 recollection, sir, that you did, in fact, 

is staas, after you were terminated from B & 

19 W, that coumann is a is a rat poison and 

20 that coumann is a rat poison used in 

21 tobacco? 

22 A. 1 never testified that coumann 

23 was a rat poison. I may have testified 

24 that coumann is used in rat - in 
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i tobacco. 

t stated that 

2 Q You never testified that 

2 Q But you know that coumann is 

i coumann was a rat poison? 

3 not so them is no reason that coumann 

a a. I don’t believe I testified that 

4 would be taken out of Brown & Williamson's 

5 coumann is a rat poison. If I have, I 

5 pipe tobacco because it was similar to 

i would tike to see that testimony, please. 

6 coumadin because it didn't have the same 

7 0 It is your testimony today, sir. 

7 pharmacological properties, did it? 

8 that you never said under oath coumann is 

8 a. I don't think coumadin or 

9 a rat poison? 

9 coumann were used for pharmacological 

to MR aldock. He said "I don't 

10 purposes. Are you telling me that 

11 believe" and now you are asking the 

li coumann was used in pharmacological 

12 question again. 

12 substances? 

13 Q Were you ever asked the 

13 Q Sir, did you tell anybody at 

u question, sir, is coumann a rat poison? 

14 Brown St Williamson that coumann was a rat 

15 a Was I ever asked if coumann was 

15 poison? 

16 a rai poison? 

16 A We had discussions at Brown & 

17 MR ALDOCK- Ever in his life? 

17 Williamson, the similarity between 

HA. Ever in mv life? 

lg coumann and coumadin. 

19 q. Well, let’s start -- were you 

19 Q. Did you have discussions at 

20 ever asked whether coumann is a rat 

20 Brown & Williamson's where you said 

21 poison after you were terminated from 

21 coumann was a rat poison; yes or no? 

22 Brown & Williamson? 

22 A I have nerve said that coumann 

23 a. I definitely hid those 

23 is a rat poison. 

24 conversations while 1 was at Brown & 

24 Q. Did you - were you ever asked 
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l Williamson. 

1 the question outside of Brown & 

2 Q Well, did you tell anybody at 

2 Williamson's, after you were terminated. 

3 Brown & Williamson that coumann was a rat 

3 that coumann was a rat poison? 

4 poison? 

4 a. Not that I can remember. 

5 A No, l think so Brown Jc 

5 Q Not that you can remember. How 

6 Williamson took out, took coumann out of 

6 in the last year, six? 

7 its Kool cigarettes because there was an 

7 A. That I have said coumann is a 

8 association of coumann and coumarfm with 

g rat poison? 

9 the rat poison. That was one of the that 

9 Q. Yes. 

10 motivations for ukmg it out of Kool. 

to a. Not that I can recall. 1 don't 

11 Q. Str, coumadia is a different 

11 think I have ever seen ever said coumann 

i: compound than coumann. 

12 is a rat poison. 

1 3 a. They ate in the same family. 

13 Q Were you ever asked whether 

14 q Coumann is not an 

t4 coumann was a rat potion in the last 

15 anticoagulant, is il You know that. 

15 year -1 

16 don't you? 

16 a. Was I ever asked? 1 may have 

17 a. I believe so. yes. 

17 been asked that, but 1 qualified it. It's 

16 Q. And coumadin is a anticoagulant 

is of the coumann family. 

19 You know that, too, don't you? 

19 Q You said that the coumann 

20 a. Yes. I do. 

20 family was i rat poison? 

21 Q You know that coumadin is used 

21 A I said it may be related to 

22 pharmacologically as an anticoagulant; 

22 coumann. 

23 isn't that right? 

23 Q Your Honor, at this tune, there 

2* A. Yes. I think 1 have already 

2 ‘ is a transcript that 1 warn to refer to 
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I that is under seal. And I believe in 

1 THE VTDEOGRAPHER Back on the 

2 accordance with the court's order, m the 

2 video record. 

j case we should put this under seal as 

3 BY MF, SHEFFLER. 

4 well. 

4 q Have you said to anyone after 

* MR ALDOCK Your Honor, this is 

5 you were terminated from Brown & 

6 in the. on the Internet and has been in 

6 Williamson that coumarin is a compound 

7 the Wail Street Journal. I can’t imagine 

7 used in rat poison? 

8 that there is any issue with regard to 

8 a Have I ever said to anybody that 

9 this transcript 

9 coumarin is a - I may have said to people 

10 THE COURT Is their an order 

10 that coumarin is of the same family as 

11 that puts this under seal? I’m not going 

1 1 coumadxn that is used in rat poison. 

1 2 to violate something - 

12 Q Have you ever said coumarin was 

u MR SMITH Your Honor, I’m 

13 a compound used in rat poison? 

la going to speak to that Gordon Smith, I’m 

14 a Coumarin type - the coumarin 

15 attorney of record in the case of Mike 

15 family is used in rat poison, yes. I may 

16 Moore versus Brown & Williamson and others 

16 have said that 

17 pending in Mississippi. This transcript 

17 MR. SHEF7LER: Let’s mark this 

18 is presently subject to a sealing order by 

18 next please. 

19 the court in Mississippi. 

19 . 

20 The court has said that that 

20 Thereupon, Wigand Exhibit No. 38 

21 order wilt stay in place. And so it is 

21 was marked for purposes of 

22 necessary that (his transcript be placed 

22 identification. 

23 under seal. 

23 . 

24 THE COURT: Do y’all have any 

24 BY MR SHEERER 

Page 648 
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1 challenge to that? 

1 Q Sir, 1 would like to direct your 

2 MR ALDOCIC I don’t disagree 

2 attention to Wigand 38. which is from the 

3 about the order. 1 just said it’s on the 

3 Chemical Marketing Reporter, dated 1996, 

4 Internet. 

4 February 12th. Entitled Tobacco Industry 

5 THE COURT I don’t care. I'm 

5 Battle Puts Coumarin in the Spotlight 

6 not going to be - I mean, there is no 

6 Coumann out of Tobacco. Do you see that 

7 reason for me to be a part of any 

7 headline? 

8 violation of that court's order. That 

8 a Uh-huh. 

9 would be inconsistent because I don't like 

9 Q. Do you see under there, where it 

10 people violating my orders. 1 mean. 

10 says, quote, "This will be forgotten tn 

11 that’s what court orders are for, for 

1 1 about a week or two, says one flavor and 

12 goodness sake So as of now it's under 

12 fragrance industry analyst" He’s, 

13 seal. 

13 Wigand 1 s, a loose cannon and has been 

14 THE VTDEOGRAPHER. Going off the 

14 totally irresponsible in saying coumann 

15 video record. 

15 is a rat poison. 

16 . 

16 There is no truth or data to 

17 (Reporter's note: At this 

it substantiate the far. that coumann is 

is point, th: testimony resumes in the 

n poisonous. Do you sec that sir? 

19 Confidential and Sealed volume of the 

19 a Uh-huh. 

20 transcript.) 

20 Q Do you agree with that 

21 

21 statement sir? 

22 

22 MR. ALDOCK. Which statement? 

23 

23 THE witness: Which pan of the 

24 

24 statement'’ 
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l Q Would you agree with the 

i cumarols and dicumarols group of man-made 

2 statement that coumann — there is no 

2 chemicals Do you see that, sir 9 

3 truth or data to substantia* the fan 

3 A. Uh-huh. 

< that coumann is poisonous? 

4 Q. And is a denvative of cumarol? 

5 a 1 would agree with the statement 

5 A. L'm-hum. 

6 that there is no data to suppon that 

6 Q. The product coumann that R-P 

7 coumann is poisonous. 

7 manufactures is used as a fragrant 

8 Q Would you agree with the 

8 additive and is not found cn rat poison; 

9 statement, sir, that Wigasd is a loose 

9 isn't that correct? 

io cannon and has been totally irresponsible 

io a. That's what their statement here 

1 1 in saying coumann is a rat poison? 

li says. 

12 MR ALDOCK Objection. 

12 Q Would it not be irresponsible 

13 THE COURT t don't know that 

13 then for someone to say that coumann was 

14 there is any grounds for is objection but 

14 a rat poison when they knew that coumann 

13 Dr. Wigasd may answer. 

15 was not used as a rat poison? 

16 THE WITNESS I don't agree 

16 A. Depends on the context and who 

17 with that statement. 

17 is saying it 

is Q Would it be irresponsible, sir. 

18 Q Okay, sir. If you said it, 1 

19 to say that coumarin was a rat poison? 

19 guess it's not irresponsible? 

20 a That's somebody else'* 

20 A. 1 didn't say 1 was 

2) conclusion, not mine. 

21 irresponsible, nor was I irresponsible. 

22 Q Well, it's your conclusion, sir. 

22 Q Okay, sir. 

23 Would it be irresponsible to say coumann 

23 A Brown St Williamson continued to 

24 is a rat poison when coumann is Dot a rat 

24 used coumann against its own additives 
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1 poison? 

1 guidance panel and look it out of its own 

2 A This is something that has been 

2 product. 

3 wntten by somebody who probably doesn't 

3 Q. Sir, but it was never used in a 

4 understand the science. 

4 rat poison and it would be irresponsible 

5 Q Turn to the next page, sir. A 

5 to say - 

6 spokesperson, a spokesman for R-P, the only 

6 A Wait a minute. 

7 U S. producer of coumann also says the 

7 q - that, wouldn't it? 

8 chcnuci] was not poisonous. Quote, The 

8 A I didn't say it was used as a 

9 product coumann seems to have been confused 

9 rat poison. 

10 with the similarly-named compound coumadin. 

10 Q Sir, did you not say coumann 

11 which has pharmacological uses as an 

1 1 was a compound used as a rat poison? 

12 anticoagulant and is also used in rat 

12 a I hive not said that Where 

13 poison " Do you see that? 

13 have I said that? Because coumarin is -- 

14 a. Yes. 

14 Q You said it in testimony in 

u Q Bui as you testified, sir. 

is Mississippi. 

16 coumann is not an anticoagulant, is it? 

16 A. I have not said that coumann is 

17 a 1 don't dunk I ever testified 

17 used in rat poison. 

is that coumann is not an anticoagulant 

18 Q You said it was a compound, a 

19 Q Okay. And coumadin is used in 

19 form of a compound used in rat poison. 

20 rat poison, not coumann, isn't it? 

20 MR. ALDOCK. That's a different 

21 a The coumann family is used for 

2 ! question. Form of a compound. 

22 coumann and coumadin, and the coumann 

22 Q Did you not say coumann was a 

23 family is used in rat poison. 

23 compound used in rat poison? 

24 Q Coumadin falls within the mono 

24 MR. SHEFFLER. Let's go back- 
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i co am inn and coumadin and why they ue 

1 A. 1 believe 1 was communicating 

2 related. 

2 that coumann is a carcinogen and it was a 

3 Q And they are two different 

3 lung-spccific carcinogen. 1 didn't 

< products, are they not? 

4 qualify it as human and I didn't qualify 

5 a They are two different chemical 

5 it as rat and mice. 

6 compounds but of the same chemical family 

6 Q And neither did Mr. Wallace? 

7 q. Okay, sir. Now, sir, on 

7 a_ That’s right 

8 national television, CBS 60 Minutes, you 

8 q. What was the implication that 

9 said that you had documentation that 

9 you wanted the people in the American 

io coumann was a lung-specific carcinogen; 

to public to draw? That coumarin was a 

11 do you recall that? 

11 carcinogen for humans or did you want them 

12 a. Yes, I do. 

12 just to Honk that coumann may be a 

1 3 Q And on that segment on 60 

13 carcinogen for female mice? 

14 Minutes, that was an interview with Mike 

14 a. That coumann was a carcinogen 

13 Wallace; you recall that? 

15 in mice. 

16 A. 1 recall that 

16 Q Did you want people to 

17 Q On that segment with Mike 

17 understand that coumann should be removed 

18 Wallace, did not Mike Wallace hold up the 

18 from pipe tobacco because it was a 

19 final ntp report? 

19 carcinogen for humans? 

20 a. Yes, he did. 

20 A. What 1 was suggesting was that 

21 Q And claim that it was the 

21 coumann needs to be removed because the 

22 documentadoo that said coumann was a 

22 data suggests that it is a carcinogen. 

2 } lung-specific human carcinogen; is that 

23 And knowingly using something that is a 

24 not correct? 

24 carcinogen in tobacco is irresponsible. 

Page 681 
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i mr aldooc Page and line? 

IQ Sir- 

2 MR SHEFFLER I think it's 

2 A. And Brown ft Williamson took out 

3 page- 

3 coumann out of every other product but 

4 mr. Wallace. Exhibit 9. 

4 pipe tobacco. 

5 MS. WERTHEIMER: Page 7. 

5 Q. Sir - 

6 Q Page 7, And, Dr. Wigand, 

6 A And knowingly kept it in the 

7 stating on 60 Minutes, national broadcast. 

7 pipe tobacco irrespective of its own 

8 "3 wanted it out immediately. And I was 

8 additives advisory panel. 

9 told that h would affect sales and 1 was 

9 Q Sir. can you answer my question? 

io to mind my own business. And then 1 

to My question was, did you no* want to 

11 constructed a memo to Mr. Sandefur 

11 convey the implication to the American 

12 indicating that 1 could not in conscience 

12 public that coumarin was carcinogenic in 

13 continue with coumann, a product that we 

13 humans? 

14 now knowingly have documentation that it 

14 a. No. 

is is lung-specific carcinogen." Do you see 

15 Q. You didn't want to convey that 0 

16 that, sir? 

16 a. 1 don't think that's what 1 was 

17 a Yes, I do. 

I* conveying. 

18 Q And when you made that statement 

1 8 Q. Were you trying to warn the 

19 on 60 Minutes with Mike Wallace, did you 

19 female mice that might be watching 60 

20 want to convey to the American public that 

20 Minutes? 

2i coumann. according to the NTP report, was 

21 A No. 

22 a human lung carcinogen, or did you want 

22 Q Well, then why on 60 Minutes did 

23 to convey to the public that it was • 

23 you State that it was a lung specific 

24 carcinogen in female mice? 

24 carcinogen unless you wanted the viewers 
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i to make the ieap that, of course, it is a 

i a No, IdidnoL 1 don't think 

: lung-specific human carcinogen? Wasn't 

2 that says it here. 

3 that the implication of your remarks? 

3 Q Sir, did you lead Mr Wallace to 

4 A. I think if you go back to the 

4 believe that coumann was a human 

5 pnor statement by Mr. Wallace, it says 

5 carcinogen? 

6 that news about coumann and cancer got 

6 a. I don’t believe 1 did. 

7 worse. The report by Independent 

7 q Did you tell him that the only 

8 Researchers, pan of a National Toxic 

8 study that ever produced any increase 

9 Safety Program, presented evidence that 

9 incidence of cancer was in female mice at 

10 coumann is a carcinogen that causes 

io the highest dose possible? Did you tell 

11 various cancers 

li him that? 

12 There is no discussion here 

12 A 1 don't know if I discussed with 

n about humans. It causes cancer in 

13 Mr. Wallace the absolute details of the ntp 

14 laboratory animals. 

14 program. 

15 Q Sir. you didn't say it causes 

15 Q Did you give Mr. Wallace the NTP 

16 cancer m laboratory animals. You said it 

16 program? 

17 causes cancer. This was broadcast over 60 

17 a. Did I give him a copy? He may 

18 Minutes. This was a national television 

18 have gotten a copy independently. 

19 show, right? 

19 Q Sir- 

20 a Yes. 

20 MR. SKEFFLER. Let's mark this as 

21 Q You knew when it was being taped 

21 the next exhibit. 

22 it was going to be broadcast to the nation 

22 . 

23 at large? 

23 Thereupon, Wigand Exhibit No. 39 

24 a 1 believe so. 

24 was marked for purposes of 

Page 685 
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1 Q And yet, you said it was a 

l identification. 

2 carcinogen. You didn't say laboratory 

2 . 

3 animals. You said it was a carcinogen, a 

3 BY MR SHEFFLER 

4 lung-specific carcinogen? 

4 Q What I am hmchng you, sir, is a 

5 A There is a lot of things that 

J copy of an NTP technical report on the 

5 are carcinogens, lots. 

6 toxicology and carcinogenic studies of 

7 Q Sir, let me ask you this, did 

7 coumann, female, or excuse me, rats and 

B you tell Mike Wallace that coumarm was a 

8 mice Do you see that? 

9 human carcinogen? 

9 a. Yes, I do. 

io a. No, 1 did not 

10 Q. National Toxicological Program. 

11 Q. Did you tell Mike Wallace that 

ii P O Box 12233. Research Triangle Park, 

12 coumann was never called a human 

12 North Carolina; do you see? 

1 3 carcinogen by any organization in this 

13 a. I see that 

14 country 1 

14 Q. Wasn't this the exact report, or a 

U A I believe 1 may have told Mr. 

15 copy of the exact report, that Mr. Wallace 

16 Wallace that coumann in the 1980’s was 

16 held up on 60 Minutes? 

IT removed from the GRAS list because it had 

17 a. I believe it is. It may be. 

18 a high - 

is Q Did you read this report before 

19 Q Liver toxicity. 

19 the 60 Minutes broadcast, sir? 

20 a Yes, high liver toxicity. 

20 a I read this report during ray 

21 Q Not cancer. 

21 tenure at Brown ft Williamson. 

22 a But 1 also - 

22 Q No. you didn't, sir, because this 

23 Q Did you tell Mr. Wallace that 

23 report wasn't published - 

24 human cancer can be caused by coumann? 

24 a. OKI’insorTy. 
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l Q - until after your tenure at 

1 Q Are you familiar with it? 

2 Brown & Williamson, was it? 

2 A. I'm generally familiar with it. 

3 a 1m Sony, I read the draft 

3 Q Do you know iarc doesn’t list 

« Q You did not read this report, did 

4 coumahn as a rat poison? Do you know if 

5 you, sir, at Brown & Williamson? 

J [ARC - 

6 a. No, I did not. 

6 a. Doesn't list coumann as a rat 

" 0 But did you read it, sir, sometime 

7 poison? It probably doesn't. 

8 after you were fired? 

8 Q Do you know it doesn't list 

9 A- 1 may have read it sometime 

9 coumann is a - 

10 after 1 was fired, yes. 

io a. Did you make it up? 

11 Q Okay Good Where docs it say in 

11 Q No, sir. I'm asking the questions 

12 this report, sir, that coumahn is a human 

12 here. It also doesn't list coumann as a 

13 carcinogen? 

13 human carcinogen, does it? 

14 a. I don't know of too many NTP 

14 a Does the GRAS list have coumann 

1 5 programs or any studies that test on humans 

15 or it now? 

16 potential carcinogens. Are you suggesting 

16 Q Sir, does the - 

17 what they should do is test coumarin on 

17 THE COURT: Answer the question. 

18 humans to see if it’s a carcinogen? 

18 don't ask questions. 

19 Q You don’t know of any study by the 

19 Q Does the IARC list coumann as a 

20 NTP that have found that there are human 

20 human carcinogen? Yes or no. 

21 carcinogens, probable or suspected human 

21 a I don't know the answer to that 

22 carcinogens? 

22 now. 

23 a I would think that this report 

23 Q Did you even look? 

24 strongly suggests if it’s carcinogenic in 

24 A No, 1 didn’t 

Page 689 
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1 animals it may be something that you want to 

1 Q Including animal studies -- excuse 

2 deliberately put in a product that exposes 

2 me. The International Agency for Research 

3 the human to. And coumann enough - had 

3 on Cancer assigned a strength of evidence 

4 already been removed from other products 

« for conclusions based on an examination of 

5 within the industry long before this. 

5 all available evidence. All available 

6 Q Sir, look at the explanations of 

6 evidence. Do you tee that, sir? 

7 levels of evidence of carcinogenicity in 

7 a Um-hum- 

8 the report. I dunk it's page 10. 

8 Q But you don't know whether IARC. 

9 A. Um-hum. 

9 after looking at all available evidence. 

10 Q Now, sir, doesn't it say in the 

to came to the conclusion that coumann ls a 

11 explanation of levels of evidence of 

11 carcinogen for humans, do you? 

12 carcinogenic activity in the first 

12 a 1 don't know if it's ever been 

1 3 paragraph, one, two, throe sentences. 

13 tested in humans. 

14 positive results demonstrate that a chemical 

14 q. Sir, all available evidence does 

15 is carcinogenic for laboratory animals under 

15 not only look to tests of humans, does it? 

16 the conditions of the study and indicate 

16 a. I -- it’s generally looking at 

17 that the exposure to the chemical has the 

17 uumils. 

is potential for hazard to humans. Other 

18 Q And it's also looking at 

19 organizations, such as the International 

19 epidemiological studies; is it not? 

20 Agency for Research on Cancer, that's known 

20 a It may look at - yes. 

21 as Iarc. isn't it? 

21 Q. It looks at estimates of exposure; 

22 a Uh-huh. 

22 does it not? 

23 Q Do you know what IARC is? 

23 A. Yes. h does. 

24 a Uh-huh. 

24 Q And isn't it true, sir, the actual 
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i Q You didn’t read the report? 

1 it says the third, fourth paragraph or the 

2 A 1 said where is it I have read 

2 sentence. At the 1991 meeting of the 

3 the report but I haven't read the report 

3 American Cancer Society, there were several 

* recently. 

a reports on the ann-tumor properties of 

5 Q Okay. When you read the report. 

5 coumann. Do you see that, sir? 

6 did you see the section on humans? 

6 a. Um-hmm. 

7 a I believe I did. 

7 Q So, sir, did you discuss that with 

8 Q Su, can you answer ray question? 

8 Mike Wallace? 

9 Did you see the section on humans? 

9 A 1 don’t believe so. 

io a. I read a lot of things. I can’t 

to Q Why not? 

11 remember every page I read everything on. 

11 a Because dial's not the central 

12 Q Sir. this was a very important 

12 issue. 

1 3 broadcast in your life; was it not? 

13 Q The central issue was that it 

H A. For me and for others. 

It caused cancer in female rmcc at the highest 

!5 Q Was this a very important event 

15 doses? 

J« sir? 

16 a. No. The central issue was that 

) 7 a {would think it was an important 

l? B & W knowingly continued to use an additive 

18 event yes. 

18 that was against its own additives advisory 

19 Q You wanted to get your one on CBS 

t9 panel. 

20 to make your allegations to the public. 

20 Q Sir, you said - 

21 right? 

21 a. And that - 

22 a. I think that’s what 1 wanted. 

22 Q - that it was a lung-specific 

23 Q Didn't you at least read the 

23 carcinogen on 60 Minutes. That’s what you 

2 * report in its entirety before you got on 

24 said. You wanted people who were watching 
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I chat show to believe that coumann was a 

i Q And in rats they tested male rats 

2 danger for them because it may cause lung 

2 and they tested female rats, right 9 

3 cancer in them. 

3 A. 1 believe they did. 

* That's what you said. sir. and you 

4 Q And in mice they tested male mice 

5 knew when you said that that the reports m 

5 and they tested female mice, right? 

6 humans indicated coumann was an 

6 A. I believe they did 

7 anacarcmogen; isn't that correct? 

7 Q And the only thing that ihey found 

8 a 1 don’t think so. I'm not so 

8 an increase incidence of cancer was in 

9 sure - 

9 female mice at the very highest doses; isn't 

10 Q Sir, as a scientist, aren't you - 

10 that right? 

n a - I would draw that conclusion. 

11 a. I would have to re-read the 

12 .Arc you trying to -- 

12 report but that seems reasonable. 

u Q Aren’t you trying to be very 

13 Q. Okay, sir. It seems reasonable 

i a careful as a scientist - when you are a 

u Did you tell Mike Wallace that? 

15 scientist speaking about such matters, don't 

15 A. 1 told Mike Wallace that it was - 

1 6 you want to be careful? Don't you want to 

16 as in the report, it was hazardous to humans 

17 be complete in your allegations 9 

17 as the report so states. 

18 A. Yes. 1 - 

1* Q. Sir - 

19 Q. Let me ask you - 

19 a I refer you to page 10. It's a 

20 MS WERTHEIMER; Are you finished 

20 hazard to humans. 

21 with your answer? 

21 Q Is it talking about cancer? Is it 

22 THE WITNESS. No. 

22 talking about lung-specific cancer? 

23 Q Let me ask you, when you told the 

23 a It doesn't miner. It talks about 

24 American public that there was clear 

24 a chemical that's carcinogenic in animals 

Page 697 

Page 699 

i evidence that coumarin waa a lung-specific 

1 and it's talks as a chemical - it indicates 

2 carcinogen, is it not true that you were 

2 that exposure to the chemical has a 

3 referring to an ntp study which found 

3 potential for hazards to humans. 

4 coumann in its tests of laboratory animals, 

4 Q Is that what you said to Mike 

5 only in one strain of female nnoe at the 

J Wallace? You said that coumann. since it 

6 very highest doses? 

6 has been proven to be carcinogenic in one 

7 a I was referring to the statement 

7 strain of female mice at the very highest 

8 in this NT report that says positive results 

8 doses, may have the potcnnal for hazards to 

9 demonstrate that the chemical is 

9 humans; is that what you told Mike Wallace? 

10 carcinogenic for laboratory animals. 

io a. Those exact words, no. 

li Q. Sir-- 

li Q. Did you tell Mike Wallace that 

12 A. And I don’t know -- 

12 really to make a determination of the risk 

13 Q --can you answer my question? 

13 of carcinogenesis for humans that you would 

14 Did you read the report, sir? 

14 have to revrew all the available evidence in 

15 a I read the report 

15 the compound? 

16 Q How many strains of laboratory 

16 A. No. 1 did not tell him that 

17 animals were tested? 

17 Q Did you tell him that there were 

18 a I cannot recall at this tune. 

18 institutions, that there were organizations 

19 Q There were two strains, were there 

19 who had reviewed all of the evidence 

20 not, sir? Look at the front page. The very 

20 available on the compound and had concluded 

21 title of the report Can you recall now 

21 that coumarin was not a carcinogen? 

22 that ihey tested it in rats and they tested 

22 A Based cm this report they 

23 it in mice? 

23 classified it as a carcinogen and hazardous 

24 a That is correct 

24 to humans. 
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1 Q. They didn't sty it was hazardous 

2 to humans, sir. Id the report it says has 

3 the potetinai. 

* a That's enough for me. 

5 Q. That's enough for you, sir. 

6 a. It has the potential, yes. 

t Q Was it enough for you to get on 

8 the 60 Minutes program and imply to the 

9 national public that it was a carcinogen in 

10 lungs if people smoked Sir Walter Raleigh 

11 pipe tobacco? 

12 a. That is their - that ts that 

13 exposure, yes. There is that exposure. 

M Q Sir. isn't it true that even after 

15 this NTP study, the NTP annual report in 

16 1994 did not list coumano as a carcinogen 

17 for humans? 

a 1 haven't seen the 1994 report. 

Q You didn't look to see what the 

20 annual report of the NT? said when it put 

21 forth its list of carcinogens for humans to 

22 see whether or not this was listed? 
a I did not see the 1994 report 
Q Did you see any reposts by the 


m\ 


1 a. Uh-huh. 

2 Q If you look at page 5? See page 5 

3 of the report? Substances or groups of 

4 substances, occupational exposures 

5 associated with the technological process 

6 and medical tr ea tments that are known to be 

7 carcinogenic. The printed page 5 of the 

8 report I’m sorry It comes after a list 

9 of substances. 

10 a. Okay. I have it 

11 q. Do you see that? Now, let's start 

12 again, sir. This is the annual report 

13 1994, the NTP. 

14 MR. SHEFFLER. And for the record, 

15 your Honor, what we would like to do is make 

16 a full copy of this report as an exhibit as 

17 well, but we only have a Xerox copy of port 

18 of it at this rime When later, I hope 

19 later today we can get the entire report 

20 here. 

21 Q But the list of substances, or 

;22 groups of substances, occupational exposures 
j 23 associated with a technological process and 
124 medical treatments that are known to be 
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Page 706 

j a. 1 don't know what the NTP did in 


2 that terns of that decision. 



3 when discussing coumann? 


« a. That's correct 

5 didn't look to see, before you went on Mike 

5 Q Okay. And the ntp recognized 

5 Wallace's show, whether or not the NTP 

6 estimates of exposures as being very 

" report listed coumann, on its list of 

7 important, don't you? 

8 substances or groups of substances, that are 

8 a Yes, 1 do. 

9 known to be carcinogenic? 

9 Q And you recognize, sir, that the 

to a. Did I do a thorough literature 

io metabolism of coumann is very important. 

n search? I don't think 1 did, no 

11 sir, don't you? The way coumann is 

12 q You didn't do a thorough 

12 metabolized; that's a very important factor. 


13 un't it, sir? 


14 a. I understand the way it's 

li Walter Raleigh as a lung carcinogen for 

15 metabolized when it's ingested, yes, I do. 

16 humans? 

16 Q. Okay, sir. The NTP study was done 

17 a I think if you look at the 

17 on a special strain of rats and mice, I 


IS believe you said. 


19 A Yes. 


20 Q And is it not true, sir. and 

21 Q Okay. So you didn't look ai all 

21 please refer to the report if you need to do 

22 the evidence. Let me ask you this, did you 

22 so, 1 think it's on page 65. 


23 A. Which report are we at? 
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I when you were ilBiWthat B 4 W had about 

1 exhibit — 

2 coumarin? 

2 MS. WERTHEIMER- 39 

3 a. Did I look at all the studies of 

3 Q. 39. Now. female mice, sir, m 

< Bi W? It was clear from - 

4 this two-year gavage study, produced cancers 

5 Q Sir, can you answer ray question? 

5 at an increased incidence that was 

6 Did you look at the studies in B & W's 

6 significant at only the highest dose; isn't 

7 possession with respect to coumann when you 

7 that true? 

8 were there? 

8 A That’s what the data suggests. 

9 a I looked at most of the studies. 

9 yes. 

10 yes. 

10 Q Okay. 

s i Q. Most of them? 

11 a. Which corroborates the conclusion 

52 A. That I could reasonably get to. 

12 made by the ntp. 

13 yes. 

13 Q. Sir, the highest dose was what? 

u Q That you could reasonably get to? 

14 The table shows it, doesn't it? 

15 a. 1 looked at most of the studies. 

15 a. A hundred milligrams per 

16 Q. Did you go to the library and 

16 kilogram. 

17 ask the librarian to give you the studies 

17 Q No, it wasn't, sir. Would you 

18 on coumann? 

18 turn to page 65, sir? 

19 a I believe I did, or I asked 

19 a 1 thought you said 39. 

20 somebody to go get them for me. 

20 Q 65. I'm sorry, it's Exhibit 39. 

21 Q You did? 

21 Counjel — 65. Now, sir, would you pkass 

22 A. I believe 1 did. I believe 1 

22 look at the table, on incidences of lung 

23 looked into coumarin pretty arduously during 

23 lesions of mice in a two-year gavage srudy 

24 my tenure at Brown & Wilhamsoo. 

24 of coumarm. Do you see that? 
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1 a Yes, I do. 

2 Q Have you read this before? 

3 a 1 have seen tlus before, yes, I 
* have read it 

5 Q Okay You did read it? 

6 a. Yes, I did. 

7 Q Okay. Did you tell Mike Wallace 

8 that at SO milligrams per kilogram there 

9 were no tumors produced in the female mice? 

10 a. Did I ell him that? 

11 q Did you ell Mike Wallace that at 

12 a hundred milligrams per kilogram there were 

13 no tumors produced in female mice - ’ 

H a. I didn't explain the technical 

13 details to Mike Wallace nor did I feel that 
is he would understand them. 

[7 q Okay. Mike Wallace would 

18 understand this though, he would understand 

19 that at only the very highest doses of 200 

20 milligrams per kilogram there were tumors. 

21 But would Mike Wallace understand how much 

22 coumarin that represents in tmu of pipe 

23 tobacco? 

24 a. Did I ever take him through (he 

Page 709 

1 calculations? Mo, I did not 

2 Q Did you ever go through the 

3 calculations, sir? 

4 a. I not only went through the 

3 calculations, but 1 believe Mr. Appleton 

6 went through the calculations. 

7 Q. Did you go through the 

B calculations, sir, to find out how much pipe 

9 tobacco would have to be smoked to equal 200 

10 milligrams per kilogram m a 70-kilogram 
n man? 

12 a. Yeah, I believe there is a general 

13 rule of thumb that's used for in-vitro and 

14 in-vivo studies. 

is Q No, sir. that's not ray question. 

16 a. Did I ever do the calculations? 

17 Q. My question, six, is do you know 
i» how many bowls of Sir Walter Raleigh 

19 aromatic pipe tobacco a smoker would have to 

20 smoke in a day, assuming average weight of 

21 154 pounds — 

22 a Uh-huh. 

23 Q - to reach a level of 200 

24 milligrams per kilogram? Did you ever do 
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1 that'’ 

2 a. Did I ever do the calculations, 

3 yes. 

4 Q Did you tell Mike Wallace that a 

5 smoker would have to smoke the equivalent of 

6 3.294 bowls of Sir Walter Raleigh pipe 

7 tobacco m a day to get the equivalent dose 

8 of 200 milligrams per kilogram? 

9 A I'm sorry, it just doesn't work 
to that way. 

11 q. Sir, did you ever tell him that? 

12 a I’m sorry, no, I did not But 

13 that doesn't - that’s not the way those 

14 calculations will work 

15 Q Let’s go through the calculations. 

16 First of all. Sir Walter Raleigh had 

n coumarin at the level of about 1700 parts 
IS per million; is that right? 

19 a 1720. 

20 Q Let's use POO parts per million. 

21 My math isn't that good, so bear with me 

22 here. 1700 parts per million. 

23 MR ALDOCK Your Honor, we 

24 produced - 

Page 711 

1 TOE COURT: Okay. 

2 MR ALDOCK Your Honor, we 

3 produced in production here to Brown A 

4 Williamson calculations that dealt with this 

5 matter. 

6 MR. SHEFFl_R. No, they didn't, 

7 your Honor. The calculations dealt with 

8 exposure. 

9 THE COURT I don't know what 
to y’all did. Let’s go through it now. We 

11 have the witness here now, and if he 

12 disagrees with the calculations, let's run 

13 through it 

14 q All right sir. 1700 parts per 

15 million. Now, that's like 1700 micrograms 

16 per gram, right? 

17 a. Um-hum. 

is Q So 1700 micrograms per gram is 

19 the same as 1.7 milligrams per gram, is 

20 that nght? 

21 a That's correct 

22 Q. Now. in a bowl of tobacco, there 

23 is about two and a half grams, in a bowl, in 

24 a pipe bowl there is about two and a half __ 
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l grams of tobacco; right? 

j one-to-one correspondence, and that's not 

2 a It could vary but it could be 

I the way it’s done. 

3 higher also. 

3 Q Su, answer my question. To get 

4 Q It could be lower. 

4 to the dose -- 

5 a It could be lower. 

5 a. Assuming the way you arc doing it. 

6 Q But ott average, two and a half is 

6 yes, that's the way it works. 

7 a good approximation, isnt that true? 

7 Q. So if - 

g a. That's correct 

g MR. ALDOCK: He was in the middle 

9 Q So if you multiply two and a half 

9 of answer. He said assuming - 

10 grams tunes 1.7 milligrams, that gives you 

io a. Assuming that this is the way you 

u 4.25 milligrams in » bowl of Sir Walter 

11 want to do it, a one-to-one correspondence. 

12 Raleigh pipe tobacco? 

12 Q. Sir- 

13 A. Yes. 

13 a However, that is not the 

is Q So we have, for each bowl of Sir 

14 guidelines that are used. 

U Walter Raleigh aromatic pipe tobacco we have 

13 0 Let me ask you this, sir, okay? 

i« 4.25 milligrams of- 

16 Is this not a trie statement Lung 

17 a. No. 425 milligrams. 

17 cancers - excuse me. There was a 14 

18 Q 4.25. 1.7 tunes 2.5 is 4.25? 

18 percent increase in cancer in female mice at 

19 a I'm sorry, go ahead. 

19 200 milligrams a day of coumann; is that 

20 Q. We have 4.25 milligrams of 

20 correct? And they stuck this coumann in 

21 coumirin in a bowl of Sir Waller Raleigh 

21 their gut with a needle and injected the 

22 aromatic? 

22 whole 200 milligrams in there at once; 

23 A Yes. 

23 didn't they do that? 

24 Q Now, the dose dial was given to 

24 a. I don't thmk that's what they 

Page 713 

Page 715 

i the mice was 200 milligrams per kilogram. 

i did. 

2 right? 

2 Q What kind of exposure study, was 

3 A. Yes. 

3 it? 

4 Q If the average person weighs. 

4 a I don't think gavage looks like 


5 sticking a needle m their gut. Is that 


6 what was done? 

7 could use that 

7 Q Sir. was it a gavage study? 

B MR AJ.DOCK Not the average in 

a a Yes, it was. 

9 this room, I don't think. 

9 Q Okay. So it was a 200-milligram 

10 Q. Because that translates to 70 

10 bolus of coumann at oner; nght? 

11 kilograms; doesn't it, sir? 

11 a. In the digestive system. 

12 a. Yes. 

12 Q Okay, nr. Now. what I would like 

13 Q So for a 70-kilogram man? 

13 to do, su, is ask you. is it not true that 

14 a. I believe theac are exactly my 

14 that dose, to get that dose, to get 200 

15 calculations you are using. 

15 milligrams pa kilogram, a human being would 

16 Q. 70-kilogram man, 200 milligrams 

16 have to smoke 3,294 bowls of tobacco to get 

n per kilogram, that would be 14,000 

17 that dose? 

18 milligrams per day, right? 14,000 

is a. However - if you want to do 

is milligrams per day, divided by 4.25 

19 that calculation - 


20 Q Is the answer yes? 


21 A If you want to do that 


22 calculation - 


23 Q Is the answer yes? 


24 MR. ALDOCK The answer is, "yes 
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1 bat." Will you let him say the whole thing’’ 

i a. Was there any type of study that 

2 THE COURT: He has to give the 

2 was done before’’ 

3 answer first 

3 Q. Sir, tne NTP report reviewed the 

4 the WITNESS: Yes, based on the 

4 studies that were done before it; did it 

5 manner in which you're calculating it l 

5 not? 

6 don't believe your manner in which you're 

6 A Yes. it did. 

7 calculating is the correct way to access 

7 Q And did it not conclude that this 

8 exposure. 

8 study, gavage study, was the only study that 

9 Q I’m not accessing exposure. I'm 

9 found increased incidence of lung 

10 accessing amount Is there not 200 

10 carcinogen, of lung cancer in female mice. 

11 milligrams per kilogram for a 70-kilogram 

11 at a 14 percent ra*? 

12 man, doesn't that equate to 3294 bowls of 

12 a. I believe that's part of the 

U Sir Walter Raleigh’’ 

13 conclusion of tins report. 

i< A Yes, your math is correct 

is q. Did you tell that to Mike Wallace? 

15 Q Okay, sir. Did you tell Mike 

15 A I believe I may have. 

is Wallace that to get the equivalent dose. 

16 0 Okay. So you told Mike Wallace 

17 because dose was important according to the 

17 that all the other studies that have looked 

18 NTP study, a smoker would have to smoke 3000 

18 a coumann, feeding studies, never found 

19 bowls of Sir Walter Raleigh • day; did you 

19 lung cancers in laboratory animals? You 

20 tell him that? 

20 told him that? 

21 A. No. because that’s not the way it 

21 a. 1 may or may not have; I'm not 

22 works. 

22 sure. 

23 Q Did you tell him that? 

23 Q Did you tell Mike Wallace that you 

24 A. No. 

24 knew, at the tunc of the interview, that the 

Page 717 
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I Q. Did you take into account the 

l gavage method of rodent testing has been 

2 route of administration of coumann in this 

2 shanty criticized? 

3 study and compare it to other routes of 

3 a I don't know if 1 went through 

4 exposure? Did you do that? 

4 with Mike Wallace a complete technical 

5 A. Have 1 done the calculations on a 

5 discussion on this 

6 transfer rate? 

6 Q Well, didn’t you want to tell him 

7 q. No. sir, that's not my question. 

7 about this report before he got on the 60 

8 My question was, did you take into account 

8 Minutes and said to the nation this is a 

9 and discuss with Mike Wallace the route of 

9 lung-specific carcinogen? Didn't you want 

id exposure used in this study and compare it 

10 to tell him about the criticisms of the way 

11 to other routes of exposure used in other 

11 the administration of this material was 

12 studies? Did you do that? 

12 given to these mice? Do you think Mike 

13 A. I may have. 

ij Wallace knew about it? 

1 4 q Did you tell him that when the 

14 a About the differences? 

13 route of exposure was different than gavage. 

15 Q In the administration? 

16 when they used feeding studies, they didn't 

16 a. 1 don't think he could understand 

17 ever produce lung carcinomas in any 

17 the differences in the administration. 

18 laboratory animals? Did you tell him that? 

18 Q So why didn't you explain it to 

19 A. That's not what the NTP program 

19 him? 

20 says. 

20 a. I may have explained it to him. 

21 Q Did the NTP program say anywhere 

21 Q So you did tell him that the 

22 m it that there was ever a study before it 

22 gavige method was - has been cnocned - ’ 

23 that produced any types of lung cancers in 

23 a I may have. 

24 animals? 124 q And you did tell him - 
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1 BiW that com oil hat been implicated at a 

2 tumor promoter in and of itself? 

3 A I don’t think he has ever told 
* me that. 

5 Q You were aware, sir, were you not, 

6 at the tune of this interview with Mike 

7 Wallace that dietary fat, which corn oil 

8 contributes to. has been implicated in 

9 laboratory animals at a lung carcinogen; 

10 were you not? 

11 a Was I told that? 1 can’t recall 

12 that 

13 Q Were you aware, sir, that one of 

I« the criticisms of the gavage study and the 

1 5 gavage method is that it administers a huge 

16 bolus of dose at one sitting? 

17 a. 1 understand that 

18 Q. And that that huge bolus may very 

19 well overwhelm the pharmacokinetics and the 

20 clearance mechanisms of the animal and 

2 ! produce lesions that otherwise would not be 

22 produced if ingested over the day? 

23 A Every study has its limitations as 

24 this study. 
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1 recall everything I told to Mike Wallace at 

2 this time. 

3 Q. Well, did you ever talk to Mike 

« Wallace about what he said about coumann on 

5 TV? 

6 A. After talking to Mr. Wallace? 

7 Q Yes. 

8 a. I don’t believe 1 did. 

i 9 Q Well, did you know what he was 
1 10 going to say before it was broadcast? 
i 11 a. Did I review the tape before 
112 broadcasting? 

)3 Q Well, you knew what was said 
1 14 during the tape. Did you ever tell Mr. 

15 Wallace that maybe he was going a little 

16 overboard here? 

|7 a 1 don’t recall telling him that 
is Q Sir, did you take into account 

19 possible differences in the way species 

20 metabolize coumann when you came to your 

21 conclusion that you were willing to go on 

22 CBS 60 Minutes and have Mike Wallace and you 

23 collaboranvely saying it was a specific 

24 lung carcinogen and imply it was a danger_ 
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1 for humans? Did you tel] Mr. Wallace about 

l Q — subcommittee comments - 

: the differences in speoes metabolism? 

2 A. If you want me to comment - 

3 A. There are differences in species 

3 Q. - in the Summary of Technical 

a metabolism. I don't know if I discussed 

4 Reviews? 

5 thart specifically with Mr. Wallace. 

5 A. "I would be more than willing — 

6 Q You knew that there were 

6 THE COURT One at a tune, one at 

7 differences m the way species ntetaboiired 

7 a time. 

8 coumann? 

8 THE WITNESS: 1 would be more than 

9 a. I know there are differences 

9 willing to re-read this document and go 

to between the way animals metabolize it, by 

io through it in a technical discussion with 

11 ingestion; I know there are differences 

11 you If you want to pick out point by 

12 between the way humans mgest it It goes 

12 point, 1 will be able to concede to you 

13 through different metabolic fates. 

13 point by point, isolated without the context 

14 Q Okay. And you were aware, sir, of 

14 of tf* total document And I will review 

15 the literature and research at B & W about 

15 the document at a later tune. However - 

16 those differences. You were aware of that 

16 Q Page 12, sir. This is a document 

17 when you were there, weren't you? 

l? that you read before going on 60 Minutes. 

18 A B&W never did any studies when 

18 purportedly. This is document that Mike 

19 it was looked at as an aerosol or 

19 Wallace held up on 60 Minutes. And it's a 

20 transmitted in smoke. t 20 document that we have marked as an exhibit 

21 Q Sir, you were aware of the studies 121 here today. 

22 at B i W that looked at the fact that 

22 In the Summary of Technical 

23 coumann was metabolized differently in 

23 Reports Review subcommittee comments; do you 

24 pnmates and rodents? 1 24 see that sir? 

Page 725 

Page 727 

l a. Only when administered through the 

i A Yes. 

2 digestive system. 

2 Q. You read that? 

3 Q. Sir- 

3 A. You'll have to direct me to a 

4 A. Not when taken through the lungs. 

4 paragraph, please. 

3 Q Su, isn’t it true that coumirm. 

5 Q Well, let me direct to you Dr. 

6 in the gavage study, was not taken through 

6 Bailey, one of the principal reviewers' 

7 the lungs? 

7 comments. Dr. Bailey, a principal reviewer, 

8 A. That is correct 

8 agreed with the proposed conclusions. Some 

9 Q Okay, su. Did you tell Mike 

9 evidence of carcinogenic activity of 

10 Wallace that you had research, that you knew 

ic coumann in male rats, ci cetera, ct cetera. 

11 of research, that suggested that the 

11 the conclusions right above. 

12 metabolism differences between rodents and 

12 He said it would be useful to have 

13 primates would render suspicion with respect 

13 pharmacokinetic or metabolism data on the 

14 to any extrapolation from rodent studies 10 

14 fate of coumann in the Fisher rat and the 

15 the problem? 

15 B6C3F1 mouse. That was the female mouse 

16 A. Research from where? 

16 that had a 14 percent increase at the very 

17 q. Research from what was cited m 

17 highest dose; was it not? 

is the ktp report. You did read that, didn't 

18 a Yes, I believe so. 

19 you? 

19 Q Now, why did Dr. Bailey want to 

20 A. I already told you I have read 

20 see evidence and pharmacokinetic and 

21 it once before. 

21 metabolism data on the fare of coumann? 

22 Q 1 mean, didn't you read that one 

22 MR ALDOCK; Objection. 

23 of the *■ 

23 THE COURT l don't see how he can 

24 A But 1 also - 

124 answer that. 
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1 found no major organ toxicity attributable 

2 to the use of coumann given at doses of one 

3 hundred to 400 milligrams per day. 

« a Urn-hum. 

5 Q For several weeks to one month; do 

6 you see that? 

7 a. I read that statement, yes, sir. 

8 Q So there was some data with 

9 respect to humans available to the NTP? 

10 A Yeah, that’s 1990 data, I believe, 

n Q Okay. Sir, we woe talking about 

12 the differences in metabolism of coumann in 

13 rodents and man before the break. 

14 At the tune that you spoke with 

15 Mike Wallace, did you know that there were 

16 major differences between metabolism of 

17 coumann in rodents and primates? 

18 a Was I aware of it when 1 spoke to 

19 Mike Wallace? 

20 Q Yes. 

21 A. I believe I was dearly aware that 

22 there was differences in the metabolism 

23 between animals and humans I also realized 

2 « that many, many, many times the government 

Page 734 

! Q Okay. The FDa has found that the 

2 fact that a single study produces cancer in 

3 a single strain of mice is not the 

4 equivalent of saying it's a human 

5 carcinogen; isn’t that true? 

6 A. Has the FDA said that? 

7 Q. Yes. 

8 A. They may have said h, but m 

9 1984, the FDA. based on studies cm use of 

10 coumann in humans, removed it because of 

11 the suggestion of hepatotoxicity. Excuse 

12 me. May I finish my statement? 

13 Q. Sure. Of course. 

i« a Coumarm was removed by the FDa in 

15 1984 from the GRAS and FEMA list 

16 Q. Was it not also removed because of 
n liver - hepatotoxicity? 

is a. I'm sure it was. They 

19 recognized - 

20 Q. Turn to page 74, sir. Now, 

21 actually the FDa removed coumann because of 

22 liver hepatotoxicity or toxicity in liver 

23 back in I9S4 on the basis of some early 

24 studies at that tune; is that right? Is 

Page 733 
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i has stated something is carcinogenic or 

i that right sir? 

2 tumongemc and the responsible manufacturer 

2 A. My recollection is the FDa removed 

3 removes the product or the compound rather 

3 coumann cm the GRAS list, which is one of 

a than continuing 10 expose the public to 

4 the criteria by which B tc W used in 1984. 

3 unnecessary risk until the final data is in. 

5 If they removed it earlier, then I am in 

6 MR. SHEFFtER: I move to Strike 

6 error but my recollection is it was not on 

7 the last nonxesponsive part of the answer. 

7 the GRAS list or the FEMA list as B & W 

8 MR. ALDOCK Object 

8 continued to use it as an additive. 

9 THE COURT: It may stand. 

9 Q Okay.su 

10 Q Mr. Wigand, aren’t you aware that 

10 a. In fact - may I please finish? 

11 the FDA has approved for use in foods many, 

11 In fact, the use of coumann by B A W was 

12 many compounds that have shown some evidence 

12 directly against their own additives 

1 3 of carcinogenicity in some laboratory 

13 advisory group. 

14 species 7 

14 MR SKEFFLER. Your Honor, 1 move 

15 A The FDA. yeah. For what specific 

15 io strike that That’s a self-serving 

16 purpose has the FDa approved these additives 

16 statement is - we will get to that su, 

17 or chemicals? 

17 but at this time my question was simply, did 

18 Q To eat to eat. 

18 the FDa remove coumann in ’54, not ’84. 

19 a Are you suggesting to me that 

19 the COURT ithink he has 

20 eating and smolong are the same? 

20 answered that 

2i Q There is no government agency that 

21 Q Okay, sir. 

22 regulates tobacco other than the Human 

22 THE COURT He may be m error 

23 Health and Services Department right? 

23 about the date if I understood correctly. 

24 a So far. 

24 Q It was based on the evidence 
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i available to them at that tunc. 1954. nght? 

1 differences they found after 1954 in the 

2 a It was clear - yes, it was clear. 

2 metabolism of humans versus rats, wasn't 

3 May 1 finish now, again? 

3 there, sir? 

« It was clear that the FDA believed 

a a. Yes. However. 1 believe the FDA 

5 at that tune that they did not want to 

5 has never reinstated coumann for use other 

6 expose the public to additional health risk. 

6 than as a fragrance? Have they continued to 

7 

7 use coumann is a flavor additive. 

9 Q Okay. sir. 

8 Q. Is that why you went on 60 Minutes 

9 a. Associated with whatever study 

9 and said it was a lung specific carcinogen? 

10 they had 

10 a. 1 believe Mike Wallace said it was 

II THE COURT One at a tune. 

11 a carcinogen. My concern was •- 

12 A. Whether it would have been in 

12 Q. Did you correct him? 

13 animals or humans. They elected to remove 

13 A. Can I finish my statement 

la it from the GRAS list 

la Q Go ahead. Did you coned him 

15 Q Sir, would you look at page 74? 

is when he said that? 

16 THE COURT: Tune out a minute. 

16 a. Mo, I did not 

17 please. The court re porter is having a 

17 Q. Okay, sir. Did you tell him that 

is devil of a time with both of you talking and 

18 the information on toxicity of coumann m 

19 talking fast. Slow down, please, and just 

19 humans has found no major organ toxicity 

20 wait until the other finishes. 

20 attributable to the use of coumann given in 

21 Q Now on the basis of further 

21 doses of one hundred to 400 milligrams per 

22 studies, in the iniehm period, coumann. 

22 day for several weeks or months? 

23 which is still permitted to be used by the 

23 A I did not do dm -- yeah, I may 

24 FDa in cosmetics, was tested for liver - 

24 have done that but 1 did not do it on the 
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t hepatotoxicity, wasn't it? 

1 program. 

2 A. Hepstotoxicity, yea. 

2 However, what 1 did tell to Mike 

3 Q In other words it was tested for 

3 Wallace and the American public. I believe. 

4 liver toxicity; nght? 

4 is Brown Sc Williamson continued to use a 

5 a You are going to have to direct me 

5 compound that I feh and many in the 

6 to the paragraph. 

6 scientific community felt put the Amencan 

r Q Look at the bottom of page 74, the 

7 public at undue nsk. 

8 last paragraph. Do you see where it says 

8 And in such cases, the better pan 

9 coumann likely may not produce 

9 of diligence is duty of care to the American 

10 hepato toxicity in humans? 

io public would have been removing the product 

u a. Um-hum. 

11 until further studies As it was, it is 

12 Q Similar to that in rats, because 

12 contentious. It has associated with — in 

1 3 of th: demonstrated differences in 

13 animals, it's possibly carcinogenic or 

14 metabolism between these species. And then 

U carcinogenic in animals and it's potentially 

is it goes on to explain what those differences 

15 hazardous to humans. That's enough for me. 

16 are. 

16 

17 In contrast to rats, the 

17 Q Sir, sony, go ahead finish your 

18 metabolism of coumann in humans results 

18 answer. 

19 principally in the hydroxylarion at the 

19 a. Go ahead 

20 numbcT seven position with the formation of 

20 q. Sir, what scientific organization 

21 seven hydroxy, coumann, and et cetera? 

21 are you referring to that has recommended 

22 a. It’s seven hydroxy, coumann, and 

22 the banning of coumann because it's a 

23 glyceride? 

23 carcinogen 7 

24 q In other words, there were 

24 mr. ALDOCK Thai's not what he 
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1 sajd and -- 

2 MR SHEFFLER I'm sorry Maybe 
) 1 misinterpreted. 

* Q Sir, is there a scientific 

5 organization who has stated that counura 

6 should be banned because it's a human 

7 carcinogen? 

8 a. 1 don't know of any organization 

9 that said it should be banned as a human 

10 carcinogen. But I dunk this report 

11 suggests it's a carcinogen. There are many, 

12 many studies that are done with animals 

13 which directly relate to removing chemicals 
la or compounds from products that humans are 
i} exposed to. Coumann, in this case, 

16 represented a hazard to humans. This is 

17 what the report says. It is also a 

18 carcinogen for animals. That was enough for 

19 me. 

20 Q When you made this statement, sir, 

21 you were aware that there have been studies 

22 of primates on coumarin; were you not? 

23 a I'm aware of many studies. I 

2 # can’t recall all the studies. 

Page 742 

t is correct. 

2 Q. And the baboon studies that you 

3 are familiar with administrated coumann 

4 through feeding through the intestinal 

5 tract; is that correct? 

6 a. That’s correct. 

7 q And you are aware of the 

a differences between the two; is that 

9 correct? 

10 A. I think I'm generally aware of the 

1 1 differences, yes. 

12 Q. In fact, the study in the baboons 

13 found no cancer; isn't that right? 

14 a. I would have to refresh my memory, 
is but that may be correct 

16 Q Since it was a primate study, 

17 which, therefore, had a much better 

18 relevance to the metabolism of coumann than 

19 did a rodent study, would that not be 

20 something that you should have talked to 

21 Mike Wallace about? 

22 A Sure, that's something 1 should 

23 have talked to Mike Wallace about and I may 

24 have. 1 cannot recall every conversation I 
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1 Q When you made this comment to Mike 

l had with Mike Wallace. What I do recall and 

2 Wallace about coumann, you were aware that 

2 what I would like to reiteraK for you is 

3 there were studies of coumarin on primates? 

3 that coumarin was con tmued to be used 

4 a There were some studies on 

4 knowingly in a product which was against the 

5 pnmates, yes. 

3 additives policy that had been taken out of 

6 Q You were aware that the studies on 

6 every other product m B & W and the 

7 pnmates involved baboons? 

7 industry had taken out of the because of the 

8 a I believe that’s what the animal 

8 concerns and health and hazard risk to 

9 was, yes. 

9 humans. 

io Q And you were aware that baboons 

10 And B & W continued to use it and 

11 metabolized coumarin like humans and. 

11 probably -I dunk - I believe last week 

i 2 therefore, are a much better species to test 

12 Mr Wells said thank you to Wigand; it was 

1 3 the effects of coumann than rodents, rats 

13 taken out 

14 and mice, who metabolize coumarm 

14 MR SHEFFLER Your Honor - 

1 5 differently; were you not? 

15 THE COURT: That was too far on 

16 a I dunk what you need is to help 

16 that one. Strike it 

17 me understand which way you are talking. 

17 Q Did you and Wallace discuss 

is Are you talking ingestion, or are you 

18 whether io the interest of accuracy and 

19 talking about baboons smoking it? 

19 fairness to the Amen can public you should 

20 Q. Sir, I'm talking about the 

20 have told them that research had found that 

21 administration of coumarm. The study the 

21 coumann was not carcinogenic in pnmates 

22 ntp did was an administration of coumann 

22 given the differences between the 

23 through gavage; correct? 

23 metabolisms of coumann between rodents and 

24 a Through the intestinal tract; that 

24 pnmates? Don’t you think you should 
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1 studies that never found the same dung and 

2 that the studies of primates who metabolized 

3 the stuff like humans found oo cancer? 

« Don’t you think you should have told them 

5 that? 

6 a Told the American public or Mike 

7 Wallace? 

8 Q Both. 

9 a. 1 would be more than willing to 

10 take the American public through the u*e of 

11 coumann in tobacco products. 

12 Q Would you do that, sir, and tell 

13 them as well about the federal registry 

14 when, and if you did so, the federal 
13 registry’s regulations that they have 
i6 proposed? 

i 7 a. I think what we ought to do is -* 

18 why don't we jointly tell the American 

19 public — 

20 THE COURT Wait, wait You’re 

21 both speaking at the same nme. 

22 Sir, if you were to tell anyone 

23 about coumann and its effects, would you 

24 tell them, as well, about how the epa has 
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1 a. 1 assume - yes, I think that 

2 could be done at a technical symposium and 

3 if the American public would like to attend 

4 that, 1 would be mote than willing as well 
J as other scientists would be willing to 

6 explain both sides of the story and allow 

7 them to make their conclusions. 

B However, if I give the American 

9 public a message, the message is that there 

10 are studies that show it’s a health hazard 

11 to humans and is a carcinogen to animals and 

12 that in the past has served enough for most 

13 reasonable companies to take it out of their 

14 products. 

13 Q The health hazards to human 

16 studies before 1954 have been discounted 

17 because they say the studies were on rats 

18 and ms metabolize it differently. 

19 a. No, now I want to take you to 

20 1993, which says positive results 

21 demonstrate the chemical is carcinogenic to 

1 22 laboratory animals. 

123 Q Right, in laboratory animals. 

!24 MS WERTHEIMER: Were you 
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1 finished? 

2 THE WITNESS: No. 1 wasn't 

3 finished •• 

4 mr AlDOCK You intemipted- 
j Would you finish your answer? 

6 THE COURT Go ahead. 

7 A. And what it also says, the 

t conditions - that exposure to the chemical 

9 has a potential for hazard to humans 

10 That's enough for me. 

11 Q Okay, sir, that's exactly - 

12 a. That's enough for my duty of care, 
u Q 1 understand that's enough for you 

14 to get on CBS 60 Minutes and say it's a lung 
is specific carcinogen for humans. 1 

16 understand that We are now talking about 

17 the differences -- 

IgA. Excuse me. I did not say it's a 

19 lung specific carcinogen to humans. Is that 

20 said in there? 

2 1 Q I’m sorry, sir. I'll withdraw the 

22 question. 

23 It was enough for you to get on 

24 and imply, okay. You implied it, didn't 
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1 differences in metabolism rates. 

2 a. 1 mean, that doesn't shed any 

3 light on issues. 

4 q. It doesn't shed any light on 

5 issues? If a compound is used in an animal 

6 that metabolizes it so that it creams a 

7 compound that's carcinogenic, okay? Where 
g you knew that the compound used in man 

9 rwtabolized it in a completely different way 

10 so that it was oon-circtnogemc, that would 

11 make no difference «o you? 

12 a. It would have to be explained in 

13 the context in which the difference is being 

14 contrasted. 

15 Q. If a metabolite tn ms is 

16 carcinogenic, okay? But his only 

17 carcinogenic because of the specific way 
|g rats metabolize stuff, and it doesn't get 

19 metabolized like that in primates, wouldn't 

20 that m»kf a difference to you in engaging 

21 whether the substance was hazardous for 
12 humans? 

2 j a I think I would have to look at it 
24 at alL 


1 you? 

2 A I may have implied it 

3 Q Okay, sir. But you didn’t tell 

4 Mike Wallace that if comparative metabolism 

5 studies were to show no similarity between 

6 the tested species and humans, with the 

7 metabolite in its active form, there would 

8 be no support for the inference of cancer in 

9 humans, would you — did you? 

10 a. I do not agree with that 
n statement 

12 Q Okay. You don’t agree with that 

13 statement sir? 

14 a I don't agree with that statement 

15 Q Do you know whether or not the EPa 

16 agrees with that statement? 

17 a I don't know what the EPa agrees 

is to. 

19 q Did you ever look to see what's 

20 epa agreed to? 

21 a I'm dealing with the 1996, 60 

22 Minutes and the 1993, NTP report That's 

23 what we are talking about here. 

24 q Sir, let's go on to the 
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1 Q. Sure they do. You have to look at 

2 it aU and that's pari of h, isn't it? 

3 A 1 think that's part of it I 

4 think the American public knows and 

5 understands that many, many times 

6 governmental agencies, based on what their 

7 best interpretation is at the tunc, 

8 recommen d products to be removed for public 

9 health and safety. 

10 Q. Sir, we are talking about - right 

)i now we are talking about cancer, aren't we? 

12 A We are talking about public health 

13 and safety. 

14 q Okay. Fine. IARC. International 

15 Agency for Research on Cancer, is one of 

16 those agencies, isn't it, that look at 
I? chemicals and try to assess the 

IB carcinogenicity nsk for humans, isn’t it? 

19 a Yes. .And 1 think that I said 

20 before. 

21 Q When (ARC looks at the hazards, 

22 they look at all the evidence, including the 

23 way it’s metabolized, including the routes 

24 of administration, including the amounts of 
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1 dose, including all the studies done, 

2 including whatever human evidence there is; 

3 doesn’t it? 

4 a It may well do that 

3 Q [ARC looked at coumann, didn't 

6 it? 

7 a. It may have, I believe it has. I 

8 have not reviewed that lately, but I have 

9 not - 

10 Q Go ahead. 

11 a No. 

12 Q You haven’t reviewed it lately. 

13 Did you ever review it? 

14 a. Which [ARC report? I reviewed 

15 many documents in my tune. And 1 can't 

16 recall every document I reviewed nor can I 
i? give you the citation. 

is Q Did you ever look up coumarin in 

19 the LARC? 

20 A. 1 have looked up coumarin a number 

2) of times. 

22 Q In IARC? 

23 A. I may have. I can't recall. I 

24 have looked up coumann a lot 

Page 754 

1 A. I believe so. 

2 Q Do you have a copy of that memo - ’ 

3 a. No, I don't 

4 Q You took a bunch of copies of 

5 document* with you? 

6 A 1 didn't take any documents when 1 
? left Brown & Williamson. 

8 Q You took no documents? 

9 A I took do documents when I left 

10 Brown & Williamson. 

11 Q When did you -- when do you claim 

12 to have written this memo, sir? 

13 A Sometime m late 1992. I'm sorry 

14 In late 1993. 

u Q. Okay, sir. When were you fired 

16 from Brown & Williamson? 

17 a. Excuse me, I made as error here. 

18 Lae 1992. 

19 Q Which was it? 1993 or '92? 

20 a I just corrected myself. 

21 Q Okay. It was in 92? 

22 a Sometime in late 1992. 

23 Q Okay. When were you fired from 

24 Brown & Williamson? 
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I Q Did you ever see coumann listed 

l A March of 1993. 

2 as a human carcinogen in LARC? 

2 Q Okay. So it was in late 1992 or 

3 a We have been through this 

3 - it was - can you give us any better -- 

4 territory. 

4 a. Lae 1992. 

5 Q Okay, sir. 

5 Q. And who was your immediate 

6 a No, no, no, now let’s get back to 

6 supervisor at that time? 

7 - 

7 a Mr. Kohnhum. 

8 MS WERTHEIMER Answer his 

8 Q Did you give him a copy of this 

9 question. 

9 memo'’ 

10 Q According to what you told CBS. 

io a I believe I copied Mr. Kohnhurst 

11 after the national tox safety program came 

li on the memo. 

12 out you wrote a memo to Mr. Sandefur. 

12 Q He was your immediate supervisor. 

13 That's what you told CBS, ts that right? 

13 sir? 

14 A. Um-hum. 

14 a Yes. he was. 

15 Q. And you told CBS that you could 

15 Q So of course, you went and talked 

16 not m conscience continue coumann with a 

16 to Mr. Kohnhurst about this problem with 

17 product that we now knowingly have 

17 coumann that you addressed? 

18 documentation that is a lung-specific 

18 a We had a number of confrontations 

19 carcinogen. 

19 on the issue of coumann. 

20 A. Um-hum. 

20 Q With Mr Kohnhum? 

2i Q That's what you told Wallace you 

2i a. With Mr. Kohnhum and Mr. 

22 said to Mr. Sandefur, nght? 

22 Sandefur present relative to the issue why 

23 a Yes, 1 did. 

23 coumann needs to stay m the product when 

24 Q After June of 1992; coned? 

24 it's taken out of every other product in 
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1 had taken it out of all other products, h 

2 knowingly had not reported it to HHS because 
j it didn't have to. It was in - they only 

4 had to report what was in smoking products. 

5 Q It knowingly didn't report it to 

6 HHS because what it reported to HHS were the 

7 additives used in cigarettes; isn’t that 

8 true? 

9 a_ That is true. 

10 Q It wasn't supposed to report it to 

11 HHS. isn't that true 7 

12 A. Well, pipe tobacco 1 think is a 

13 smoking product. 

14 Q Sir, what is the HHS list? Is it 

15 not additives in cigaienes? 

16 A. Yes, it is additives - 

17 q. And is Sir Waiter Raleigh aromatic 

18 pipe tobacco a cigarette? 

19 a. No. But people can surely roll 

20 Sir Walter Raleigh into a cigarette. And 

21 they certainly smoked it 

22 Q Sir, there was no obligation, 

23 there was no request and there was no duty 

24 on Brown ft Williamson to report additives on 
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i Q Did you take the report and go 

i meetings. 

2 ovct it with him? 

2 O Sir, the report came to 

3 a No, I did not. Which report? 

3 Mr. Appleton and Scon brought it to you. 

* Q The draft report, the ntp report 

4 Did he not? 

5 that you claim instituted this discussion or 

5 a. And I had a copy before Scon 

6 this memo to Mr. - 

6 brought it to me, I'm sorry. 

7 a. I went over it briefly, yes. 

7 Q. You just can't remember how you 

8 Q Did not he take the report to you? 

8 got it? 

9 a 1 had a report independently of 

9 a. I can't remember how I got it. 1 

io Scon Appleton. 

10 don't remember how every piece of mail comes 

i i Q A report came to Mr. Appleton? 

it to me. 

12 a. A copy came to Mr. Appleton and I 

12 Q So this draft report that came to 

13 had a report independently. 

13 Dr. Appleton was reviewed with you and he; 

u q How did you get it? It's a draft 

14 was it not? 

15 report. How did you get it? 

15 a. We went over it. Yes, we did. 

16 a. It was sent to me in the mail. 

16 Q Now, Dr. Appleton was hired at 

17 Q By whom? 

it your suggestion, wasn't he? 

18 A. I can't recall who, I had it - 

18 a. Yes, he was. 

19 Q. An anonymous person? 

19 Q He was the only toxicologist at B 

20 a. I got lots of things. 1 don't 

20 & W; is that true? 

21 always look at my mail, who sends it 

21 A That is correct 

22 Q Who would sent send you a draft 

22 Q. You ire not a toxicologist, are 

23 ntp report, sir? 

23 you? 

24 a. Who would seen send it to me? 

24 a. I am not a toxicologist. 
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1 Q Yes. 

1 Q. Interpretation of «nim»l studies 

2 A Any of the scientists that 1 know. 

2 falls within the expertise of a 

3 Q Who? Name one. 

3 toxicologist; does it not? 

* A Jack Hcnningfield. 

4 a. And biochemists. 

5 Q Jack Hcnningfield? How he would 

5 Q. Sir, does it not fall within the 

6 get the NTP report on coumarm? He is a 

6 expertise of toxicologists? 

7 clinical pharmacologist 

7 MR. aLDOCK: He answered that 

8 A 1 received a copy independent of 

8 question. 

9 Scott Appleton. 

9 THE COURT: No, he didn't He 

10 Q From where? An anonymous source? 

10 assumed something else. 

ii a I cannot recall. 

11 MR ALDOCK: He said, "And 

12 Q Sir, what mailing lists are you on 

12 biochemists '* 

13 that would send you the NTP report as a 

13 THE court Well, "And” doesn’t 

14 matter of course? 

14 give it yes or no. 

15 a. What muling lists? I cannot-- 

15 a. 1 believe a toxicologist as well 

16 o Are you a member of FEMA’ 

16 as a biochemist can interpret this data. 

n A. 1 have gone to a number of FEMA 

IT q He was in charge of the scientific 

18 meetings. 

18 and regulatory affairs with respect to 

19 Q Are you a member of FEMA 7 

19 addinves for B & W; was he not? 

20 a. Is the company a member of FEMA? 

20 a. I believe he was and 1 was his 

21 Q Are you a member of fema 7 

21 immediate supervisor. 

22 a. I don't recall. 

22 Q His job was to acquire and 

23 Q You don't recall? 

23 maintain data on ingredient safety; was it 

24 a. I attended a number of FEMA 

24 not? 
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! a I believe that was his charge. 

l MS WERTHEIMER Answer the 

2 Q He was in charge of R k D internal 

2 quesnoo. 

J guidance on ingredient safety; was he not? 

3 Q Did you not have a meeting with 

a a No, I was. 

4 Dr. Appleton on this draft NTP report? 

5 Q Sir. let me show you what wc will 

5 A Yes. 

6 mark as the next exhibit in order, which is 

$ Q And there was only you and he 

? 41 

7 there, weren't there? 

8 . 

8 A Yes. 

9 Thereupon, Wigand Exhibit No. 41 

9 Q And there were no minutes of the 

io was marked for purposes of 

IC mooting, were there? 

11 identification. 

u a But there was some documentation 

12 . 

12 created during the meeting or brought to the 

U MR SHEFFLER. Okay. Counsel, 

13 meeting. 

14 it's page 562503295. 

14 q Yes. It was an ntp report 

IS BY MR SHEFFLER: 

19 a No, there was also calculations in 

16 Q Now, sir, this is part of a 

16 Sir. Appleton's hands. 

17 document entitled The Corporate Orientation, 

17 Q Sure. There were calculations 

is September 9, 1992, for research and 

18 drawn up with respect to exposure and 

19 development; is it not? 

19 transfer rates, weren't there? 

20 a Urn-hum. 

20 a Yes. 

21 Q And in it, sir. it has a 

2i Q And a wide range of scenarios. 

22 inscription of scientific and regulatory 

22 weren't there? 

23 affairs; does it not? 

23 A That's correct 

24 a. Yes, it does. 

24 Q Everywhere from s hundred percent 

Page 765 
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l Q Doesn’t it say BS Appleton 

1 down to 20 percent; weren't there? 

2 manager? 

2 A I believe to, yes. 

3 A. Urn-hum. 

3 Q. And weren't there also in this -- 

4 q. Does it say R & D internal 

4 in these calculations, suggested ranges of 

5 guidance on ingredient safety? 

5 ingestion from the product? 

6 A Yes. 

6 A No. I think what Mr. Appleton did 

7 q Isn't that what he was a manager 

7 is took and calculated from the data what 

8 of? 

8 the safety levels were to both no L and low 

9 A. Certainly, yes. 

9 L's and the safety factor for a hundred and 

10 Q Okay, sir. When Dr. Appleton gate 

10 a thousand 

11 you this draft report, he discussed the 

11 Q Didn't Dr. Appleton tell you that 

12 significance with it - of it; did he not? 

12 the reasons why the NTP draft report did not 

13 a Yes, and he expressed a concern. 

13 change his opinion that couroann was used -- 

la q Now, sir, did Dr Appleton tell 

14 as used in Sir Walter Raleigh - 

15 you that his review of die NTP study did not 

U A. 1 don't believe he ever said that 

16 change in any way his view that coumahn, as 

16 Q -- was safe? Didn't he tell you 

17 used m Sir Walter Raleigh aromatic pipe 

P that one of those reasons was because of the 

18 tobacco, was safe for human consumption; 

18 differences in metabolism of coumann 

19 isn’t that right? 

19 between rodents and humans? Didn't he tell 

20 a No. Do you have a document that 

20 you that? 

21 supports that? 

21 a Thai may have been his opinion. I 

22 Q Did you not have a meeting with 

22 cannot recall it is specific. 

23 Dr. Appleton - 

23 Q Did he discuss the significance of 

24 a Do you have a document - 

24 those differences with you at that meeting 

r\_■JZ a n_ 
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i interpreting the NTP draft report? 

1 Q What we've handed you, sir, is 

2 A. He may have discussed that with 


3 me. 


« Q Didn t he you tell you about the 

4 tobacco? 

5 limitations of the gavige study as a test 

5 A. Yes, and it’s dated November, 

6 method? 

6 1990. 

7 a. He may have discussed that with 

7 Q Okay, sir. Did you review this 

6 me. 

8 with Dr. Appleton 9 

9 Q Didn't Dr. Appleton tell you about 

9 a. I reviewed this before Dr 

10 the Nye report? 

10 Appleton joined the company 

ha. I believe there was a Nye report 

ii Q Did you review this with Dr. 

12 but -- yes. 

12 Appleton? 

13 q And he talked to you about that at 

13 a. I reviewed parts of this most 

u that meeting; did he not? 

14 likely with Dr. Appleton. 

15 a That was a 1990 report 

is Q Okay. Since you reviewed the 

16 Q He talked to you about it at that 

16 report - you reviewed the report before 

17 meeting; did he not? 


18 A. Yes, he did. Yes. he may have. 


19 Yes. I think he did. 


20 Q Did you read the Nye report, sir? 


21 a Yes, 1 did. 


22 Q Let me have it. 

22 A. He most certainly did. 

23 MR. MILUMAN. Judge. Let me say 


24 something, if 1 can. I talked to one of the 
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1 reporters back there, and they are having a 

1 relied upon baboon studies, didn't he. 

2 very, very difficult one, and they asked me 

2 because they more closely mumc the 

3 to say something about the talking and the 

3 metabolic profile for coumarm in humans; is 

4 transcription. They are having a very 

4 that right? 

5 difficult time transcribing it and getting 

5 a So far, yes. 

6 things straight, and they would ask if we 

6 0 Do you have any reason to disagree 

1 could, if everybody could just kind of help 

7 with that conclusion of Dr. Nye? 

8 the court reporter out 

B a In 1990. no. 

9 THE COURT Perhaps in your 

9 Q Do you have any reason to disagree 

io absence 1 have cautioned - 

to with his conclusion today? 

1 1 MR MU LIMAN Okay. 

ii a Yeah. I have reason to disagree 

12 THE COURT: - both of them to 

12 with the whole issue of using coumarm. I 

13 slow down and not interrupt each other and 

13 mean, it's a -- 

14 not talk too fast And I believe they are 

14 q Sir, the question was the 

15 doing a little better now 

IJ metabolism of coumarm. Dr Nye - by the 

16 Q Trying judge. 

16 way. Dr. Nye was not an employee of Brown & 

n THE COURT We don’t need this on. 

17 Williamson, was he? 

18 (Discussion Off the Record.) 

18 a. No, he was a paid consultant- 

19 . 

19 Q He was at the T-E-R-R-A. 

20 Thereupon, Wigand Exhibit No. 42 

20 Incorporated? 

21 was marked for purposes of 

21 a. That’s hu company. He was a sole 

22 identification. 

22 practitioner. 

23 . 

23 Q What is Dr. Nye, do you know? 

24 BY MR SHEFFLER: 

24 a Based on this report here, it 
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l looks like he is a Ph.D. 

i your Honor. 3 asked him about what he 

2 Q And what is he a Ph-D. in? 

2 learned about metabolism. 

3 a It’s not defined. I think he may 

3 the COURT Yes, spike. 

< have been a Ph.D. in biochemistry or 

4 Q Have you learned anything about 

5 toxicology, 1 don't know. 

5 metabolism Since 1990? Have you learned 

6 Q Since the report is a 

6 anything about metabolism and the 

2 toxicological report, would it indicate to 

7 differences in metabolism from 1990 until 


8 the present? 


9 A No. 

10 DABT after his name. 

10 q. Okay, sir. Now using the baboon 

11 Q is every toxicologist a member of 

n study he calculated a milligram per kilogram 

12 the DABT? 

12 a day intake dose that caused no observable 

13 A. If they are going to give a 

13 effect on any organ in the body, did he not? 


14 a. What page are you on? 


15 Q. It's the whole document, but his 


16 conclusions are page 13 and 14. 

17 an expert toxicologist Is he not? 

17 THE COURT Look at 13 and 14, 

18 Q Okay. You, of course, are not in 

18 please. 

19 the DABT. are you? 

19 a. Urn-hum. 

20 a. I am not 

20 Q. Okay. So that's what he did, he 

2i Q Okay. Dr. Scott Appleton is? 

21 concluded that there was an ADI - what's an 

22 a. Yes, he is. 

22 ADL sir? 

23 q By the way, let's go on with this 

23 A. Allowable daily intake. 

24 Nye report. 

24 Q. Allowable daily intake. He 
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i What do you have, sir, that would 

1 concluded that an ADI based on the baboon 

2 indicate today that it's better to use 

2 studies would be about 67.5 milligrams per 

3 rodent studies than pnmMe studies because 

3 kilogram a day; isn't that right? 

4 of metabolism differences? 

4 A. Yes. 

3 A What do 1 have today? 

5 Q Actually that's not correct 

6 Q You said at the tune Dr. Nye wrote 

6 a. It's 67.5 I relieve. 

7 this report, he used a study in primates 

7 Q. It’s actually not correct That's 

8 versus a study in rodents because primates 

8 not the ADI because that's what the, that's 

9 metabolize stuff differently. Then I 

9 what the dose would be for the no effect 

10 thought that you said that today you 

10 level isn't it? 

11 disagree with that 

11 I'm sorry, I didn't I mean to 

12 What is it you have learned since 

12 mislead you. sir. Take your tune and look 

i3 1990 that indicates rodents metabolize 

13 at this document Take your tune and look 

M coumartn in the same way humans do and 

14 at it because 1 think it's explained in the 

15 primates doo't? 

is second paragraph there. And if you would 

16 a Oh, I have learned something. 

16 read that second paragraph, what Dr. Nye 

17 Q What have you learned today that 

17 found, was that - 

18 talks about the metabolic differences 

18 MR ALDOOC Wait a minute, he is 

19 between primates and humans? 

19 still talking. Your Honor, I'm concerned. 

20 a. What I know today is that the NTP 

20 to be sure we want to move the deposition 

21 in 1993 both m its draft and final report 

21 along, but he gives him a document he 

22 said that m animals it's carcinogenic and 

22 ckresn t let him read it he then keeps 

23 in humans it's a hazardous chemical. 

23 talking while he says okay you can read and 

24 MR. SHEFFIER I move to strike 

24 then he keeps talking. 

n n-— *nc 
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1 He s got, m all fairness have a 

1 Q Mow, mm to next page, sir, if 

2 chance to read the page. 

2 you would. 

3 THE COURT: All right. 

3 A. Well, I think there is some 

« MR. SHEFFLER Your Honor, that's 

4 relevant information on this page. 

5 fine, that's fine. 

3 Q. Oh. read h, read it Take your 

6 MR ALOOCK. l mean, on that 

6 time. 

7 basis, it's just not fur. 

7 a. I mean, they are talking about 

8 MR SHEFFLER: Your Honor, that’s 

B safety factors. But go cm. 

9 fine. But when you talk about being unfair. 

9 Q. The safety factor that Dr. Nye 

10 he's stated, more than once, that he's read 

io used was a hundred, wasn't it? 

li this document He went over it with Dr. 

ii a Yes. 

12 Appleton. He supposedly knows about it I 

12 Q The factor of a hundred is used 

13 have no problem whh him reading it He can 

13 when extrapolating from long-term animal 

K take his time and read it 

14 studies to humans; is it not? 

is MR. ALDOCiC I read a lot of 

13 a. That’s one of the factors, yes. 

16 documents three years ago. 1 don't remember 

16 Q Mow, sir, doesn't it say here, the 

1 ? many of them. 

17 factor used to calculate an ADI from the 

IB THE COURT If you are going to 

18 Evans study, that's the baboon study, is 

19 pin him down specifically on something in 

19 100; do you see that? 

20 there, point to the page and the paragraph. 

20 a Urn-hum. 

21 MR SHEFFLER: Okay. I'll point 

2i Q He says, this is justified since 

22 to the page and the paragraph. 

22 the study m baboons was chronic in nature. 

23 Q. Sir, look at the page and 

23 two yean; do you see that? 

24 paragraph - 13, paragraph two. 

24 A. Urn-hum. 
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i a Um-hurn. 

1 Q No additional adjustment was 

2 Q. Okay? 

2 necessary since the 22J milligram per 

3 A. Um-hum. 

3 kilogram day dose represented a no-effect 

4 Q Have you read that paragraph, sir? 

4 level; do you see that? 

5 A. 1 read it 

5 A. Um-hum. 

6 Q And doesn't it say. although the 

6 Q Then he calculates the ADI for 

7 changes in the endoplastic reticulum 

7 the - what is the adi again? 

8 progress with tune the 67.5 milligram per 

S a. 1 think I already told you what it 

9 kilogram a day dose level waa not associated 

9 was. 


io Q I know but I forgot. What is it? 

n liver function such as enzyme activity, et 

11 What is it, sir? 

12 cetera? 

12 a Allowable daily intake. 

13 THE COURT: slowdown. 113 Q. Okay. It's allowable daily 

M a. Urn-hum. And? 

14 intake. So he calculated the allowable 

u Q Then he says, thus the 67.5 

13 daily intake using this factor, safety 

16 milligram per kilogram per day dose level 

16 factor of a hundred, and he got .225 

l? could be described as the oo-effect level; 

17 milligrams per kilogram a day, right? 

18 isn't that right? 

18 a Urn-hum. 

19 a. Yes. But? 

19 Q. That means, according to Dr. Nye, 

20 Q Then Dr. Nye goes on to say, 

20 .225 milligrams per kilogram per day is the 

21 however, as an extra margin of safety, the 

21 amount ingested, that could be ingested. 

22 22.5 milligram per kilogram will be used in 

22 over a day’s period and be within his 

23 the derivation of the ADt? 

23 allowable daily intake for coumann, right? 

24 a. Um-hum. 24 a That's what this says. 
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l Q And for a 70-kilogrim or a 154 

i a. I don't know if it’s reasonable or 

2 pound man, the ADI is 15 8 milligrams * day? 

2 not. You will have to ask Dr. Nye that. 

3 a Urn-hum. 

3 It's an assumption. 

a Q And he got that by multiplying 

4 q All nght, sir He could have 

5 2.25 by 70? 

5 assumed 3,294 bowls, couldn't hr? 

6 a. Urn-hum. 

6 a. Or two million 644. 

7 Q That's the way you do it, sir? 

7 Q Those would be unreasonable, 

8 A 1 think that's the way you do it 

8 wouldn't they? 

9 Q And it’s your understanding as a 

9 A. They would probably be 

io biochemist that Dr. Nye's conclusions here 

10 unreasonable. 

11 all correct? 

11 Q. Okay. The amount of tobacco per 

i ! a. His calculation here is correct 

12 bowl he used was 2500 milligrams; is that 

13 Q. Okay. And the way he did it, the 

13 correct? 

14 way he went about the calculations is 

14 a. That's again an assumption. 

13 correct? 

is Q. Is it reasonable? 

ifi A The way he went about it is one 

16 a. It's reasonable. It depends on 

17 method of going about calculating it yes. 

17 how one packs the pipe, what the size of the 

18 O Okay. Now. let’s see what he did 

18 pipe is, but it's a reasonable assumption. 

19 when he tried to extrapolate this and see 

19 Q. Okay. And he said that the 

20 whether or not an average smoker of Sir 

20 fraction of coumann there pipe tobacco 

21 Walter Raleigh aromatic pipe tobacco would 

21 absorbed into the body would be . 15, a 

22 be within that daily dose. 

22 typical high value. So he used it very 

23 A. Urn-hum. 

23 eonwvative value .30; do you see that? 

24 Q Okay. He goes through and he 

24 A By his estimation 
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l says, the parameters below were used to 

I Q. Some people would call that the 

2 calculate intake of coumann present in pipe 

2 transfer me, sir? 

3 tobacco; do you see ihit? 

3 A 1 think that's sometimes called 

4 a Urn-hum. I see that. 

4 the transfer me. 

5 Q The first one he uses is the 

5 Q. Sir, isn't it true that that is a 

6 concentration of coumann in pipe tobacco. 

6 typical transfer rate that is used w en 

7 it’s about 1700 milligrams per kilogram I 

7 addressing additives in pipe tobacco or 

8 think we have already established that You 

8 cigarettes for that matter? 

9 say it's 1720 but it’s 1700 part* per 

9 a. I think that could be a very low 

io million, about 1700 milligrams per kilogram; 

io value. I think you could use as high as 80 

11 is that right? 

11 percent or a hundred percent 

12 a That's approximately correct 

12 Q A hundred percent? To get a 

13 Q And he used people who smoke about 

13 hundred percent of the additive in a 

14 ten bowls of pipe tobacco a day. Do you 

14 cigarette would you not have to smoke the 

IS think that's about nght? 

15 entire cigarette in one drag and bum it all 

16 a. That's a good assumption. That's 

16 up? You would have to smoke the whole thing 

17 an assumption here. 

17 in one time, in one drag; would you not? 

18 Q Okay. It's a reasonable 

18 a I'm not so sure transfer rate 

19 assumption; would you agree? 

19 means that you get it all at one tune. 

20 a It’s an assumption. 

20 Q Well, if you said a hundred 

21 Q Is it a reasonable one? 

21 percent that means you get a hundred 

22 a It could be high, it could be low. 

22 percent of the compound in the cigarette it 

23 It's an assumption 

23 onetime? 

24 q Is it a reasonable one'’ 

24 a. 1 can give you an example of some 
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i transfer rate of tobacco products. 

i Q That's true. But could it be a 

2 Q Sir, answer my question first 

2 reasonable assumption? To make a reasonable 

3 a What? 

3 assumption of what would be transferred from 

« q To get a transfer of an additive 


S that was in a cigarette rod 


6 a. Urn-hum. 

6 20 percent - excuse me, it's 12 to 20 

7 Q. Let's talk about cigarettes for a 


a moment, or in pipe tobacco, but Jet's talk 


9 about cigarettes, it's easier. To get the 


10 additive in a cigarette. 

io that reasonable? 

i i a. Such as couraann? 

11 a. No. Nicotine transfers at a 95 

12 Q Let's say cournann was in a 

12 percent rate. 

n cigarette. 

13 q You are telling me, sir, that if 

)* a Or nicotine. 


15 Q. Let's say -- let's say you wanted 





l? agree with that? 


18 A Yes. 


19 Q Do you puff 95 percent of the 


20 cigarette, sir? 


21 A 95 percent of the nicotine that is 

22 a To get a hundred percent of what's 


23 in the tobacco, yes. 



24 this. Is nicotine some kind of unique 
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1 that way, do they? 

1 substance? In other words, is it 

2 a. 1 don’t know. 1 don't smoke. 

2 transferred at some outlandish rate? 

3 Q You don't smoke now but you did 

3 A It's transferred intact, yes. 

4 Did you smoke that way? 

« Q Okay. And so is ooumann. isn't 

5 a No, I did not 

5 it? 

6 Q Okay. Do you know anybody who 

6 A Well, if it's transferred intact 

7 does? 

7 why would you take such a low number here? 

8 a I don't know. 1 couldn't say. 

I Q Well, isn't almost all of the 

9 Q You think there are people out 

9 additives that you know transferred intact 

10 there who light a cigaretre and take one 

10 unless they are volatuetf? 

ii puff and the whole thing gets consumed Do 

11 A All additives unless they are 

1 2 you think that happens? 

12 volatile? 1 think that's generally a 

13 a. Let's get back to transfer rate. 

13 recognized guideline. 

i« Q. It would be unreasonable to use a 

14 Q Okay. So isn't tt true, sir, that 

15 hundred percent transfer rate; wouldn't it. 

15 nicotine, like ocher additives, transfers at 

16 str 7 

16 about 15 percent of the rate in the tobacco. 

17 a To use a hundred percent would 

17 not 95 percent? 

18 show you the maximum boundary. But you 

18 a 1 don’t agree with *at but I 

19 could use that as an assessment. 

19 would have to check again. 1 think it's 

20 Q. Of course you could of course you 

20 high. 

21 could 

21 Q Why don't you agree with that. 

22 A. And this is being an assumption. 

22 sir? What do you have that says that's 

23 you can put whatever assumptions you warned 

23 incorrect? 

24 in there. 

2 « A The ability to go back and 
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i recalculate it and look at the literature. 

1 about transfer rates for additives? 

2 Q What literature would you look at’’ 

2 A. 1 don’t know of any data that was 

3 a I would look at any of the 

3 done that looked at the transfer rate of 

« literature by Benowitz. 

4 coumann. 

5 Q By the way. who is Benowitz? 

5 Q. Well, you told me about data that 

6 a. Neal Benowitz? He's a 

6 looked at transfer rates for other 

? pharmacologist. 

• substances; correct? 

8 0 Actually, what is his training; do 

8 a. 1 don’t know of any study done by 

9 you know? 

9 Brown & Williamson that looked at the 

10 a Toxicology, pharmacology, actually 

10 transfer rate of coumann. 

ii it’s clinical chemistry. 

11 q Well, if coumann was distnbuted 

12 Q Sir, isn't it true that Dr. 

12 equally in the rod, why would it transfer 

n Benowitz is on the staff at the hospital in 

13 differently than other addinves distnbuted 

14 San Francisco as a cardiologist? 

14 equally in the rod? 

15 A. He is a PhD. cardiologist, I 

15 a Because some of the additives can 

16 believe. 

16 be pyrolued. 

17 q He is an M.D., isn’t he? 

17 Q Okay. So you are assuming that 

18 a. 1 think he is an M.D., PhD, if I 

18 that is enough pyrolired - 

19 am not mistaken. 

19 a Burnt 

20 Q Sir, do you know if Dr. Benowitz 

20 Q They are not burnt here, they are 

21 is a chemist? 

21 paper. Coumann - I think you told us that 

22 a. Do I know if he is a chemist'’ 

22 coumann, like most additives that are 

23 Q Let me stnlw the question. 

23 highly volanzed, were transferred intact 

24 MR SHEFFLER.- Your Honor, let 

24 So we are talking about additives that 

Page 789 

Page 791 

l me --1 will withdraw the question. 

1 transfer, correct? 

2 Q. Tell me, sir. what studies that 

2 A. So out of that you would have 

3 you are aware of by Nol Benowitz that 

3 something that goes off in side stream. 

4 address the transfer rale of nicotine. 

4 Essentially what you would, could 

5 A. I would have to go and refresh my 

5 optimally - 

6 memory. My memory serves me that Benowitz 

6 THE COURT Go ahead and finish 

7 may indeed have published studies on 

7 your answer. 1 think he needs a break. Is 

8 nicotine transfer. Let’s stay with coumann 

* that what you’re saying? 

9 here. 

9 THE VIDEOGRAPHER. Eight minutes 

10 Q. All right We'll stay with 

10 THE COURT: Okay. 

11 coumann? 

11 0 Some of it goes off m side 

12 A We re going sidetracked. 

12 stream, sure. So obviously, there is going 

13 Q Okay. Let’s stay with coumann. 

13 to be a fairly standard transfer rate for 

14 a. You warn to get done and I would 

14 the chemicals m the tobacco? 

15 like to get done. So let’s stay here with 

15 a. It's going to be less than a 

16 coumann and transfer rate and the 

16 hundred percent 

17 assumptions here. 

17 Q And it’s going to be less than 80 

18 Q All right Answer my questions. 

18 percent? 

19 sir, and we will. Isn’t it correct that a 

19 A. I don’t know about that 

20 15 percent rate for transfer for coumann in 

20 Q It's going to be less than 50 

21 pipe tobacco is a reasonable estunate? 

i; percent; isn't it, sir? 

22 a. It's an estimate. It’s not based 

22 A. I can’t agree with that 

23 on any scientific data. 

23 Q Well, Dr. Nye found that it was 

24 o Wasn’t there data done at the time 

24 probably 15 percent didn't he? 
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1 A Then why did Scott Appleton 

i value that he calculated, but rather used a 

2 provide me data which look at transfer rates 

2 very conservative 30 percent high value" 1 

3 of 80 percent? 

3 A. That's his opinion here. That is 

« Q Why did he provide you data to 

4 his assumption, depending on what the tntent 

5 look at transfer rites of hundred percent? 

5 of what he wanted at the end of it 

6 Wasn't he giving you ranges? 

6 Q By the way, sir, are you aware 

r a. That's what I think - you can 

7 that B.A.T. has published studies on 

8 look at zero to a hundred percent as a 

8 transfer rues of additives? 

9 range. 

9 a Have they published rates on 

to Q Sure. And the roost reasonable 

10 coumann? 

11 range would be 15 percent? 

1 1 Q. Additives, sir. 

i: a. 1 don't agree with that 

12 A Additives. They may have. yes. 

13 Q Okay, sir. You don't have any 

13 Q And are you aware of the average 

14 studies to state for roe now bin you don't 

14 transfer rise in those studies? 

15 agree'’ 

15 a I can't recall it now. 

16 a. Mr. Nye didn’t have any studies 

16 Q. It wasn't 80 percent, was it, sir? 

n when he did this either. 


is q Sure he did. Dtd he not have ail 


19 of the studies that were available on the 

19 study"’ I know one thing - 

20 transfer rates of other additives that. 

20 Q About transfer rates you mean? 

2 i similar to coumann. were transfered in 

21 a. No, go ahead. Let's stay on track 

22 smoke? 

22 here. 

23 a Did Mr. Nye used data generated by 

23 Q. Okay. Look at the exposure 

2 « himself to produce this report or did he 

24 calculation that he did. 
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i survey the literature to produce this 

1 A Utc-hum. 

2 report? 

2 Q Assuming, a 1700 

3 Q Well,Sir- 

3 milligram per kilogram of coumann, assuming 

4 a My understanding of this report 

4 ten bowls smoked a day. assuming that the 

5 was a literature search. 

5 transfer rase was the very conservative 30 

6 o Well, sir - 

6 percent, he found that the amount of 

7 a And his best - 

7 coumann a person could ingest safely in a 

i Q --I’m going to give you the 

8 day was 12.8 milligrams a day. 1 mean - 

9 literature search, 16 and 17. 

9 excuse me. The amount the person would 

10 a He did no research on the transfer 

10 ingest was 12.8 milligrams a day; is that 

i i rate of coumann to generate this 

11 right? 

12 assumption. 

12 a Given all those assumptions his 

13 Q. Sir. was he not provided 

13 calculation does show that 

14 information about transfer rates of 

14 q Given a more realistic fraction of 

15 additives (hat Brown A Williamson knew about 

15 absorbed coumann, according to Dr. Nye, of 

is and gave to him for the purposes of coming 

16 .15 the calculated dose of coumann is 6.5 

17 to his transfer rate in his report? 

17 milligrams a day? 

18 a. I don't know that 

18 A 6.4. 

19 Q. You don't know he didn't do you? 

19 Q 6.4, thank you, sir. 6.4 

20 A. I don't know what the, what data 

20 milligrams a day. That's what you would get 

21 was given to him by Brown A Williamson 

21 from smoking ten bowls of Sir Walter Raleigh 

22 relative to the transfer rate of coumann. 

22 aromatic pipe tobacco. Then he goes on to 

23 Q. Okay. Will you agree, sir. that 

23 say, these conservative exposure 

2 * he didn’t use the 15 percent typical high 

24 calculations indicate that at a minimum - 
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i excuse me. that's at a coumann 

i a. Urn-hum. 

2 concentration of 1700 pans per million in 

2 Q. How about page four 9 

} pipe tobacco, coumann intake would not 

3 a. Did I wnte that? 

t exceed the 1 S.8 milligram a day ADL 

4 q Well, the writing on page four; 

5 adjusted for safety. 

5 is that your handwriting 9 

6 a. Urn-hum. 

6 A. I believe that's my handwriting. 

7 q That's what his conclusion was. 

7 o Would you read for us. sir. what 

8 Then he finalizes by saying, thus, intake of 

8 is at the very top of the page? 

9 coumann from smoking pipe tobacco 

9 a. Prior to NTP there was no hard 

)0 containing 17 parts per million coumann 

ic evidence linking coumann to any specific 

11 should have no advene effect on human 

11 disease, and particularly to lung specific. 

12 health. Did he say that? 

12 as did the NTP study. 

13 A That's what he said here, yes. 

13 Q Okay. Now. sir, when did you 

la O And didn't Dr Appleton review 

14 write this? 

15 this report with you? 

15 A. When did I write this on this 

16 A He reviewed part of it with me. 

16 sheet? 

17 yes. 

17 q No, when did you write -- well. 

IS THE COURT Off the record. 

18 did you wnte this document that we have 

19 THE VTDEOGRAPHER Going off the 

19 identified here as Wigand 43? Did you wnte 

20 record. The time is approximately 11:30. 

20 this enure A*-umgnt at one time or more 

21 (Discussion held off the record.) 

21 than one time, or at more than one time? 

22 (Recess taken) 

22 Counsel is indicating to you it 

23 MR SHEFFLER: Let's mark this 

23 may be in reverse order, 1 believe. 

24 next 

24 MS WERTHEIMER Considering 
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1 . 

l whether it is or is not. 

2 Thereupon, Wigand Exhibit No. 43 

2 Q 1 have no idea, sir. This is a 

3 was marked for purposes of 

3 document you produced to us; is h not? 

4 identification. 

4 a. Yes, it is. 

5 . 

$ Q And it's Bates stamped JSW2533. 

6 THE VTDEOGRAPHER-Back OO the 

6 2534, 2535. and 2536? 

7 record. The tune is approximately 11:42. 

7 a. Yes. 

8 BY MR. SHEFFLER: 

8 Q. Is it out of order, sir? 

9 Q. Mr. Wigand. I would like w hand 

9 A. I don't think it really matters if 

10 you a document which we have marked as 

10 it's in order or not I think the last page 

11 Wigand 34. 

11 is right and the first page is nghL 

12 a. Can I assume we are finished with 

12 Q. The two middle pages might be 

13 Mr. Nye's report? 

13 reversed? 

la q Keep it handy, sir. we may refer 

14 a. It may be let's go on. 

15 to It 

15 Q Sir, in the last page - there is 

16 A. Exhibit 43? 

16 typewntten pages (here; do you see that? 

17 Q Exhibit 43, Mr. Wigand, is that 

17 a. Um-hum. 

18 something that you wrote? 

it q And it says, at the top. three 

19 A. I believe this is my handwnting. 

)9 total pages, J period colon. Now, are the 

20 yes. 

20 three total pages pan of the first three 

21 Q Didyouwntcpagctwo.su? 

21 pages of this document? 

22 a. I believe'that's my handwnting 

22 a I believe they refer to the prior 

23 also 

23 three pages. 

24 q And page three, sir? 

24 Q. Okay. And J period colon, that's 
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i addressed to who? 

i a. I didn't create the last page I 

2 a 1 belies* that’s addressed to me 

2 created parts of the last page. 

3 Q All right- It goes -- and the 

j Q Okay. When did you write on the 

< typed porn on of this - did you type this. 

4 last page, sir? 

5 sir’’ 

5 A Sometime in May of 1995. 

6 a No, 1 did not 

6 Q. And when did you receive the 

7 Q It says, she needs a little more 

7 typewritten pan? About the same nme? 

8 background on what these figures are, where 

8 a. I believe in May of 1995. 

9 you got them, and what they mean. Who is 

9 Q And - 

io the "she”? 

10 a. 1m sony, 1994. May I correct 

11 a. I believe it is a toxicologist for 

li myself, please? 

1 2 the federal government 

12 Q. You are referring to -- what did 

13 Q Okay. When did you create this, 

13 counsel point out to you there? 

la this document? 

14 a. I'm looking at the bottom line. 

U A This document? 

U there is a fax number there. And a date and 

16 MR ALDOCK. 'This" meaning what 

16 i tune. 

17 the fax or tl* - 

17 Q Oh, I see. February 14th, 1994. 

18 MR. SHEFFLcR I'm sorry. Meaning 

18 MS WERTHEIMER: Pardon me, I 

19 Wigand 43. 

19 think it’s Friday. 

20 MR ALDOCK. The whole document? 

20 Q. Oh, Friday, Friday I'm sorry Is 

21 MR. SHEFFLER. The whole document 

21 it Friday of 1994 you created this? 

22 MR. ALDOCK. This may not be one 

22 a. I believe this is Msy 14th. 1994, 

23 document 

23 a Friday, at, at least the fax indicates 

:« MR. SHEFFLER. 1 think we 

24 this is when it was transmitted. 

Page 801 
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l established that it was. 

l Q. Okay. And what's 301-443, et 

2 MR ALDOCK No, we did not 

2 cetera? 

3 Q Sir. is this one document? I 

3 A. It's a federal agency. 

4 thought you said the first three pages were 

4 Q. What federal agency? 

5 the pages attached to the last typed and 

5 A. The FDA. 

6 written page. 

6 Q So this fax came to you from the 

7 a 1 believe it's the same document 

7 the FDA’ 

8 It's what was referred to in the first, in 

8 a. This fax came to me from the FDA 

9 the total three pages. 

9 q. So sometime in May of 1994 you 

io Q I think your counsel has some 

io were communicating with the FDA' 7 

1 1 confusion here. If you want to take a 

ii * I believe 1 stated that yesterday. 

12 second and talk to him, go ahead 

12 Q And you were communicating about 

13 (Discussion held off ihc record) 

13 B tt W's products; were you not? 

14 a. Go ahead 

14 a. I believe I stated that yesterday. 

IS Q Sir, were all of these pages 

is And I don't think that B & W or anybody 

16 created at the same tune? 

16 could prevent me from cooperating with the 

1 ’ a. I believe the fust three pages 

17 federal regulatory agency on marten of 

18 were created at the same time. 

18 public health and safety. ! have said that 

19 Q And was the last page created 

19 yesterday and I’m going to say it again and 

20 before or after? 

20 again and again. 

21 a. I believe the last page was 

21 Q I know, su, you will say it again 

22 created after die fust three pages. 

22 and again and again. But it is true that 

23 Q Okay. Now, when did you create 

23 you were communicating information that was 

24 the last page? 

24 confidential to the FDa m May of 1994? 
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1 mr aldock Objection, there is 

2 nothing that says anything was confidential. 

3 Q Did you think that you were 

* communicating information that was 

5 confidential? 

6 a. No, I did not. 

7 Q You did not think that information 

8 that you learned at B ft W was confidential? 

9 MR. ALDOCK: Objection. 

10 MR. SHEFFLER I'm asking a 

11 question. 

12 MR ALDOCK There is nothing that 

13 says this was learned at B ft W. 

14 q I'm asking a question. You did 

15 not think in 1994, May, that information 

16 that you had learned during your time at 

17 B & W was confidential? 

A You will have to describe to me 

19 what information means before 1 answer that 

20 question. 

q Information? We are going to use 

22 the - information: As defined by the 

23 American Heritage College Dictionary. 

MR. ALDOCK. One second. Ptease 
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1 Q Was there an exception in your 

2 contract? 

3 A. No. 

4 q Did you talk to B ft W and alert 

5 them when you were contacted by other 

6 federal agencies? 

7 a. In the prior, I did. 

8 Q Okay. But this tune you didn't? 

9 a. Thu's correct 

10 Q. Did you understand you were 

11 breaching your contract at the time? 

12 MR. ALDOCK Objection. 

11 THE WITNESS: No, I did not 

14 THE COURT Sustained. That's an 
II ultimate question. 

16 q. Sir, did you understand that you 

17 were providing information in contradiction 

18 to what you agreed to under your 

19 understanding of that agre em ent? 

20 A. No, I did not 

21 Q. Now, could you ell me, sir, who 

22 Sarah Henry is? 

23 a. Who is Sarah Henry? 

24 Q Yes, In the fourth, fifth 
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i a Um-hum. 

i rodents, correct? 

2 Q This is information that you told 

2 a. Yes. 

3 to 0 k fda. to either Mr. Mitchell or Ms. 

3 o And the rats didn't show anything. 

« Henry? 

4 did they, m any of the doses with respect 

5 A It's information I shared with the 

s to lung tumors, isn't that nght? 

6 FDA. 

6 A. I believe that's correct 

t q. Do you know who you shared it 

7 Q. And in the mice the only lung 

* with? 

B tumors that were increased were is the 

9 a I shared it with a number of 

9 females, mice? 

10 people at the FDA. 

10 a Female mice, that is correct 

u Q Well, who did you send this fax to 

li Q. Okay. And that's a 14 percent 

12 after you wrote on it? If you sent it to 

12 level? 

13 anyone. Did you send the fax to anyone 

13 A. At 200 milligrams per kilogram. 

it after you wrote on it? 

14 q. Okay. Then you have down here. 

is a 1 believe I sent this fax back to 

15 sir, a safety factor for humans, a hundred 

16 the fda 

16 tunes carcinogenic rate in mice. 

17 Q To who? 

n a Um-hum. 

18 a. To Mr. Mitchell. 

18 Q Does that mean that die safety 

19 Q Okay. Sir, if you would turn to 

19 factor you were using in your calculations 

20 the page right before that 

20 of this is a hundred tunes whatever the mice 

21 a. Um-hum. 

21 level is? 

22 Q Do you see at the top where it 

22 A Thai's normally what happens m 

23 says, rumors induced at mice at 200 

23 in-vivo studies, you use a factor of a 

24 milligrams per kilogram? 

24 hundred times for safety factor in humans. 
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1 A. Urn-hum. 

1 Q. That's exactly what Dr. Nye used; 

2 Q That informaboe you derived from 

2 it that correct? 

3 the ntp report; correct? 

3 A No. 1 believe Dr. Nye used ten but 

4 a. The safety factor or coumarin. 

4 I will have to go back and refresh my memory 

5 Q No, tumors induced in mice at 200 

5 again. 

6 milligrams pci kilogram. 

6 Q. That's why I wanted you to keep 

7 a Yes, most certainly 

7 the book. 

8 Q You got that from the NTP report 

8 a And I don't believe he calculated 

9 That was what was reported the only do«e 

9 a safety factor. 1 believe what he 

10 reported in the female mice? 

io calculated was an ADI first 

1 1 a. Um-hum. 

ll Q. Do you see on page 13. sir. to 

12 Q And there was no - just fee the 

12 make it easy for you? 

13 record, 1 think we have established it, but 

13 A Okay. 

14 there was no other increased incidence in 

14 Q Do you see where it says a factor 

13 lung adenocarcinoma in any of the other 

15 of a hundred is used whro extrapolating? 

16 strains or species or sexes studied? 

16 A For long-term animal studies. 

17 MR ALDOCJt: l object I don't 

17 yeah. 

i* know what we have established in that 

18 Q What did he use? If you look at 

19 regard. That question was so long - 

is the next page - the factor used to 

20 MR. SNEFFLER Well, let me ask 

20 calculate an ADI from evidence is a hundred? 

2i you * question. Before I ask you a 

2i a. It's a hundred. 

22 question - 

22 Q So he used the same safety factor 

23 THE COURT Sustained. 

23 you did, didn't he? 

24 q - they studied two strains of 

2 « a Yes. 


page 808 - Page 811 


Curtin. Schneider & Ltwrrv 562630236 


http://legacy.library.ucsEeda/tidftHfl67^0®^iKifidustrydocuments.ucsf.edu/docs/qtfl0001 


iB&Wi PROTECTED B\ MINNKSOTa TOR UCO I.ITIti \riON PROTKl Ft\ K ORDKR 

Brown A Willi union vi. W' 'ud Multi-Page"" 7/1 

Volume 5 


7/17/96 


i Q 

Now, you have got an arrow 

2 pointing there to .2 milligrams per day; 

3 right 


4 A 

Urn-hum. 

5 Q 

And you got that by dividing the 

6 allowable dose by the safety factor; 

7 correct? 

8 A. 

That's correct 

9 Q 

And a hundred divided into 200 

10 equals .2? 

11 A 

1 think so. 

12 0 

A hundred divided - do you have 

13 the calculator there, sir? Would you divide 
M 200 by a hundred for me, please? 

15 A 

It'S two. 

16 Q 

So that's an error, isn't it? 

17 A. 

I believe that's an error, yes. 

18 Q 

That should be two; correct? 

19 

THE COURT I'm sony. I thought 

20 you were going to write on the exhibit 

21 

MR. SHEFFLER. Your Honor, 1 

22 would like the witness to write and correct 

23 it and put his initials on it 

24 Q 

If you would, sir, coned the 


1 the safe dose is calculated by you. 

2 a. I beheve there is as error there. 

J yes. 

* Q A tenfold error, isn't it? 

5 a. There is an error there. 

6 Q Is it a enfold error? 

7 A. A tenfold error. 

s Q. Okay, sir. Now, in your last page 

9 of this document, we will get to the 

10 calculations as - after lunch. But let 

11 me just go to the last page for a second. 

12 You said the transfer rate for coumarm is 

13 about 75 pe r cent And you created thu 
i« document in May of 1994. 

ISA. Which documents are you talking 
is about? 

17 Q. The writing on this. 

U a Yes, yes. 

19 MR ALDOCK On the last page? 

20 Q. The writing on the last page of 

21 Exhibit 43. 

22 a. That's correct 

23 Q. What information, sir, did you 

2 « have available to you, and did you consult. 
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okay. Find it for me, please. 

A. I would have to - do you mind 
if I spend tune looking through this? 

MR SHEFFLHR Why don't we take a 
break for lunch. Judge? I mean, I - 
THE COURT: It's about noon. 

MR ALDOCK i don't want him to 
have an assignment over lunch. 

MR SKEFFLER. Let's go off the 
record for a minute. 

THE COURT: All fight 
THE VTDEOORAPHER: Going off the 
record. The tune is 11:59. 

(Discussion held off the record) 
(Recess taken.) 


Thereupon, the deposition was 
adjourned at 11:59 a.m. 
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743:4.6 7*4-17 753:17 
755:232* 75B 13 767:5 
786:9 

production m 71 13 
products (i«i 680 * 

689 * 7*0:1* 7*5:11 
7*7-1* 751 8 758:1.4 
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765 17 767.14 780:21 
795 21 

range m 756.21 792:9 
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639 14 640 2.8,11,14.18 
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645 14.2 1 33 646:3.8.12 
6461430 660:7.11.13.15 
661:15 66211.1934.24 
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712.1 713.2.1833 715 10 
727:11 728:1 733:23 


Ronald pi 632:14 
roompi 713:9 
routepi 717:2.9.15 
routes p| 717:3.11 
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S p| 618 8.12 620:3.8 
621:6 637:3 818:4.19 
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630 8 

section 111 620:7 693.69 
see [Ml 627. 7 630 12 
633:13 635:2.4 6*2.12 
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